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[Part II— Snc.3(i)] 


(km 71, 74, 76 aik 78 kfe) 

fej 3Ta$) filPHRfuitWd 3lkf MRwrf fefcriWI 4MW7 +1 3I^HIU( 

ffetmtT: —•%% 7jfera; %t 'snf^r % ffe, yfen arg^rffenk TRjffe ^nk ■'i^fk, 3T | rn% #7 yfitiRTaif fero 

%kTT Ik’ll <sfl *31 ri fen ant|*n kk Pi^tM u . W Pi?ii % Riy, <<311 "31TTETT kfR Ikfnl^l^iKl mR< 1 <) 84 , hI , i ai'T^IITiaifWfk % 

RimPi % Rio, ik fotrMT aiiH'ii aik “t>li ar^i f^iPh*if u i c t>i'0 Rutitkiih fet fknr i 


i. troter akfek 

i.i 37«ifkirfk3ltr Mft^vi—affer%ferfer%feininfe% wi arfeTRn: fet aflsilPw knk arerffer fet 
3% 571TOI ffelfet 3fR RR Tffet k■*J!FT fet fe> EH Tnfet, ^fet, Ulfefei vfl'MIH^RTfefl'^Tfi' «bK<fe Tlffe RfeR' 
3l Pi o-J-TH 3l^q|+«|=fH Tjkq '*H 3fem *ini R otilRio, tjcT, tjaii, HTHfeW '*n f^TTUT 0 ! Rfll lit, “11154 H^t c 1 < u l 

R *i<jpin et'i % <ant R “i’ll "3TT <i% | 

1.2 3lt7 <4ftU1 

nswsn% % fe h^«ki i)R iff*) fem f^uFT, fkfer, ar^icTT afk ^tt h«hk Rmi ^tnpiT fk<iR % 

ikfehfrik liRtiqiaif %3H^w % ferk 7*n 7*mi ^ak%'afkfe i^r am*^ 3133 m fen hit tt%iR °h i n3 mi arffem, 1948 

( 1948 ^T 63) R afefefe Traf % 37^T fet I fefel, few* l, RT^EFTT7 ,J I, Wfe, few Tlfe aik feSR mk % Tlfem 

fe afel R mnj ^ mRtR™ 

( i) 3ER aftfel feffemR TlfeTTaj)' % 3RJ?n fet felR R R 7 R Rt ^11 R %t 131T Tfe 

(ii) Rl*nf) % aik n%y°t<i Win aik WlfW) % tRitet %t ainufl t><4 % R 117 ^>iR th") % 7®m %t 

Rfef «nWi R ■g^Ti ?fj) RnuR, 

(^i) fen 75 ! M4*if ^ ferfR % ri cri-^Tl mpft, R^onff 7 ! rt HRh < HiJ)'i ^iniTl %■ ttt«t fR^r % JilRaH ' ! nt 
I£7 felT ^ 71% ; 

( 75 ) in %) wr ^ 7 % ^n 3%t mRi n^ri %) RRm^TaTt %) 7^7 Rfrt w r%; 

(ill) “hiil, llTfl'I) '*ii c 0, RfSEl), 4ls“h '4”>Tt 3>f)7 ’ji'Ti'hl % 5fel %t i)“ti4 % Rnl['5714Till fe'ili^T, Pi *1 f u l /^1 ^<8n IJ l RhHl 

wnr 1 aiEirfe trt (iffe ^ afR ■&%) iferft #it aik ^ife irif ^ '#f) "’Tife aik 3^fe 371711 % k 7m^, 

TP J l aik ’fkTRF’T 0 ! friTi ^ 71%; 

( iv ) qmi^Rici ^ ^ 1^1 % grRRr Tifenaif aik %%n wf % fe; kfer 11 iiw aik fen ifo k u^tti 
afk y fe) Tfen %) f%m ■gferaif % rtr tsep^jt feft aik wrn aik ^ aroro %, afen Tifer 
Pifen %%%)i^aif %t ^ptr nik %fe affe 17377 IsRi* 1 fers (TfeTUi^ik) si% aflkrfef 

%wif aik 7iferT%i"5fen% i%^ ^ 75 * 711 %% 1 kTkftm tf%, iiiki naiafa, "aife afefe Tifshtnaif k w 
ife'^fek%f%feRIFk'feT7W%7kiRk % 84^411 fell k aifen Rlfkfvi)' % 31;iHcr1H %r 
% ffe fefe K 1 ? k arfkgn fe^ ifek; 

(v) •fe) M'JiKTfl, arfiwnir: ’qffel H i fa%' kipff#)%t'fen ainiRfe#ftafR'^-j^'ffei5Tfefefeit1fe^ 

137 % 7F*TF%) feTurT71% afeRT %t%/^?T%i %%7717 k Tlfe%t’7fe^71% I fetfel kaik 75 % feclkl 

k arm wq; fe7| fe anffekk) % k tftf) fet ferq ffek aiinffe Tnfe aik fefem amurkk ferT^rt 

71%; 

(\i) "fe ’ll akufkkf in fkfeW feu mm t fe ^7? ka %r ferk afR -nk w: aik 75k fek k ■g^r fe) fekR 
ferk 'srk tjn ■^r ^ % 71% 1 k fkfe afR %k #) fekn, fefe fen imr k 7 Efe aik fefeET fen an tt% i 
ainffe tri k ks % rft fef fer -mfe 15^ feirk %i Ti’fe afR kfe inr mfem aifkfer 7un uitirtt i 

1.3 jIH U*jik4) 

^%) RRfe RFT^ ■®J7) TIT Tfekr wfer^^fkf%^i1E1ir 7 %%3T57!7T'%T^fe%'ffe;7fe%RTfek3T 7 R 
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RRTT RTT (I'JIMH : arai^R^ 
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Tja^TsfaifPt4FRRT#nftRRt'FT3P?TRRHTfaT rift Rtf 'FFTpRRTRTRtf TFrqtRtwRnRRTRTl, g?n i 

aftr TRRnf *iPnRiait % Ririr Tr*ft yRtRiiaff % %r; Prrt 'imj, j ii i rtrtrP ^rP ruftPr P?>rt rttrttt P?h 4 rirt -apt R ^ i fadl 
rt ufaffT 3P *m r Rt aftr 3J8FT RfWtR ^ffe ^ ^ Ft i £rt rP rrPrrt fr Pr wtt fw rtttjrt aftr ft PtPrt a R^ifte iRR tnrr 
3Tf*P?ta 77# rttPP | 

i.4 3rofcpsr^ism 

(l) e 0K«l^'»T5T3lh rIfWIR (RtTT, WTafR'pTT) Rtf^RRR 44h<u| y^MUl ri4’y u l^^3T^3lf %'Sfg^'FWTI 
(li) W ^r-PrP+>wi snftpe Rtf ^r, Mrirtt arRfPre (rrr aftc Pth<th ) Pirr, 1996 % frr^P % 3rjrr 

Ptl^l 'J1H< , II I 

(m) aTFfrfRT aftRpRtr rti r i *frrt afp fro % fcR) arPrf^w 'rtrrtPtrt rttP RmpP i aRRprre % riP wrh % %p 
arPreto tot riurtt i 

(iv) 's'rpt Pftft rttP % fop rtPrt Tint anfw RRiRf % fPrt 3fp TfrftrF rurttrt % %r; rrrr Pm) Rmpt i 
RftTTRtfRTR, fP'tcP HRiqf afp '’RRl'i^il’n Rp ■sH'-jqfl tf'H Tt pTRTTFT fttlj <m, apr 4>s0q aftr TFR Piin % 

aTJRR TJRRT TTRRR IpRt "4 'H’J'SlPi.a fRiRT 'J|iii , ii I 

2 . MTU^ftrttt 

2.1 RRpR $TRf Rp FT RRtfT PS'JII^ TRTRT RTTTRTT PtfTRp PtPr=T Wlf Rp ■MIhPrP afP 3TRpTRT RRT P%fpRT TTPTfft, 
RTRRpf, RpRjapTpRRFRTTR, TRRpRTpfFRTR, pR^TCT, aifplffl, RTW #ST1T R#T afk 4H W)< % aHpdpTcM 

y.'^lT Rp RTF Rp hih 4) 3pT amql Rp RRpR apr ?n*i«i.& FR Tt M’>51 T Tlft?l PfiRI RTT RT^T I 

2 2 VTOTO >pRt’ Rp FT RRtfT foFTFT apT aRJ^jptfR PtfRT ^mpTT PtfTTp ape^t RR5TT FTTaP Rp ?TPpRRR fsFPRT RTT 
R% i ■wpRtfP fliHHH Rp TTPTTap % rPtt P w®, ^p=F 3 ?)t aT^TftRi #t l ^t 'Wtr 'm^sk'ji warf rt) ar^«u 7) 
flIHHM, 3TT^) W TWf '5RRWT, HnVll ^ 'wft afp #15^ 'feRT ^TTpTT I 'R^TTW 'WTFT aftT fTRRpf, RTW 

afli hI'S 4) •5R^ P'i t n u i n r«->* h i ^ y=w eT't aftr ai*i)i arfaido <<31 jii^mi l 

2 3 TTlf^T 3f|TTlRRT U*nf^cMli : TTTOlt aftT 37RF?i 4T) Itfil^T rW ^ W^if T* WT I Tnftl aftT 

Tn RRjR Ps-jii^t % aftr ^ Tim^i ^ 3 ^ ^ rr# ttrutt % arrarif ri) mtwttt^ ■% afpror feu, -p 

^ RTP Pp> t ll "^n TFfi I HlP<l aftr ^ h'J| Hqiftshiap T) arRT^R P pqi Rp °IHh1 ^ tM % RlU. TJofaflfi Mial =fit 15I FTT- t ’TT cl'll I 

2 4 ^ , HI U 3I I IR IJ I '5TTT TRTTtTRT TflT ^1 RTTt 'HI')5I , IK' ; TT R’^TTp' PlRNd fHf P’ ^PlPv’tRT PflRT ^TTTTT t RFT pTf 

^rPf Rit ttoi: ulnipitifl ■ftiRT impn i RTrpnr tPrivr ri) rPr^hPri rP w^ft 3^ft tttt rh anr^rpR -sr) i ft «Nf Pf 
3 tPrttr TrrfVr^vO “ifVi4)' ci«ti Ft Pi«(ir*w fPtt i 

2 5 antP'RTTRIHiit %%P'1|U.?I'IK | )| F^P'T1pT^q^R^(^#TTIRfFf4Rft p‘ -^1 %RT WT t Ft W 'P? TTTF 

Pt fRFIT RmRTT Pn-H+t TpJTT4, 'STpTTRpn’T afp Ti^ Ijpt: P fpRpI Rp pRIT ^TT R% I 

2.6 aH4l*fifl, ■^TTO TpR^RT RFTTT 3R^ RlHiil RT dWIcT % R'»5K'<I % fHTT ^*1^ WFT Rp '5RRWT Rp ^IITpft I Tpf ^ 
RRrfrrit ’rt -snipi ’ ! m •sh^'ki <^h ^ ’PtPftt Irrtt ^tttftt aflr ft str) aiTT'^TT 'hihPj^T ttrt aifP'iH rt) Pi^IPrt Pti'H ^tttrti i 

2 7 amaH RfTTTRT^RR tti fq^cp aftr mn'il +qiM c ti, 'RRtRRT^t a?WPRTf apr 0,+t T TFT®it Rit Pipm ai4i 

arf^rRT Ph^cM rtt aRRp^75RTTTTFrnt ■grfcra aftr-gPrf^ra yai Pf rusiFw fen wipn i aiyow aiP^viHH w^' rP 
^RTTK %fTO hiPhrii-O % pRRt % 3 i^h «Hq^TT RTt WORT l 

2 8 '^'PPj'i'i *ii*iul Rif ^rffiTF, afR ^PiP'^n Pf "H ij siP i,<i fRRTT jmi'ii I 

2 9 Rt' C^FT) 6t«TdH litPl-UKilpRfc aftT/RT FIRpRT RT fRRTf pP P’lVl'T wf % fpRTTjq^ hJrT RR ^TRT*1T 

Rp RTTnrft Pm4 *-q*W RRJ % afF) Rp oqq+«TT Ft aftT FFJR 1 ’! ^ R'Rp % fpftr tJRf PTR5T4 % fRIR; anyRil FRRT PfiTj; RTTTRt Ppt fRp’RR 
FRT % aiRRT pi'*! I 

2 10 jflqi'JpH TTRRTt RTTRpUR Wt 100 % 3TJFR 3RJpFT F^ITaff % 3TtfpT fRRTT RTTTpTT RTf fRpRlW 'g^TRT % RRR FR 
RTTR % IPTR TRTf% F^R P’ Rt fRRr RTT I 


2 11 atTOFTf % WPF%, aftT FftRT FtP % Rpl FRRT ^PtR»RTT RRp % Prit pRtftRT RRR Rp RTTlFTt I 
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2.12 ^ tor (-ttw fro) rr faRT rtrt ^nfin? sfrr 

3rfR#ET TW RFU/I1 I foWci: 3^I^H HIM 41 ^T ^JRTRrf ^ TOJRR Rit TtRT% % fan Rn^4 ^^I^hkORh^ fan It, Wf ^31RT 

fa4 I 

2.13 TOlfaRrRTlt 3|fal < HI U ^I J IH, U I H*&lfal 3?R HI J foW RiT TORTTR % f^iy, ^50ri^ 4 V I 

3, JrMI^H faf 

3.1 3r^f rfe^l^H faRT RRRT fafa nTO ^ faf Rfa TOJffrq^ 3MI^4 *t R% I 

3.2 farrojnR % R?r ^ Rfa % fan; ^hRhPw fa ttcf % grmft fafa ?rt fafa P-rffarnf % faffa ^pt 

"fait % TOR iRRi % fal{ tjr^ TOrffa aftr TOfafafa: ^jfaRnj TOW R>fa Rfaft I RR»fr TOTf% ^jfolTfa ^ ifaTOJTR WRf 
3^k RTOWRT 3R|fo % lqPl^[' J l % ffa TOTORT fa RI IN fl I 

3.3 C +Jl4'^< u l 3?R y PfalRpT HT u '5t r fRl ?CI’ll H*4 k 1 "^RR’fan far MIHifl fa <*R 3fR Cl4iTOftf 

RR ^ fP-RtT ffaTT RT far TT«TT R#ffa Rn TORTOT Ft R% ffa^ 5rfflTO£FT ^ RRT RT far fa* f^PlHf’ J l ^T<) fa* farm 4Ml4f ^ *4 
kfa % m! H pH RT J K’lCl dH'Hl^l'l % <3(l\ fa RR fa* RT 1 

3.4 rt^r rr 4 ffati fa ffafa faFTRR fa* fat fa faT wfa rrttt Irrt^r, fam fa* ^Pnpin fa Rifat fa fa 
ffaifti qfa<n Ffa *t RTO RT *fa I fai cii5} r i'l fa fat 1RTT RFRTR fa Rifat fa* 3fat fa foil fa faf&n ffa*T RT faF I 

4* 3TT^PTO 

4.1 I^T ^rf R 3% Httot: ^hjf ^TT% %WTlfl 

ifWTI 


4.2 A +iM'| RT "H^^iRn ^<--1 % 3^tT 'H^i^hI y^ii^T y^'Ji^T ^ l^i^ 311^1^1 3iforH r fl*w 

^TtTOFKff^it 'HOHI % i^TTT M v h[ki fW I ^fforT'Srt % y<H!^PT 'dCMI^^I RT , H U '5K U I ^ '^ff $Vl I 

OR TOFT^ 3f^T I^TTOFTOR % 3TJ^?T RriHan R fIM I 

4.3 H3f-«aiq 1 J v -Rf‘ #Tt ^rHi^-i ^\ 4t Vf'ft I TOT 'ft ^rniq-i ^ ^ 'jsf ~q] RR 3^ 3llRK 

R T3 RTftR ftnT ^3TTTT ^ q^i TOtPrT R^ll RT dlrll RR "WFft ^ <<sl ^lD J 1 I "'jflRFJ <f^n ^RRD j I % iRTR 3^^t< 3^ 

drniqi % 3TRT 7?t ^^ f^TRRvRTf^KT ^iiu4 I 

4.4 R^J^Rf R^t TGT% % ar^R Wit ^T^FT-RHR Vt'l I 1 JFt % RRR ^ 3RR 3T^eRTI^ q^T ifHt ^ 3 ^rRr 3ftT 
RRTRR ♦ilHlil PlRH^ 1945 % fon 1SOR ( 3 ) ^f fqfo $ dfft 3RTTRR % RRt^Hf % 3Rffo^ \ju^<f| | 

5. cRTft^f^W ^ 

5.1 qqiRrlcD f%RRR RRtRRTOnt ^c-nqi ^ ^ FfRt I 'flftf*hI, TRTRR, "foTTR, RT ^4) 3R^Rt3tR 

foRRRf % fRTR R#1 RRR ^TT^ I I^PTRf % fan fRRtfaR 3Tfir R^RR?ffa Rft^R RRRTOnf % faq; 

^RRHRT RT^rf Rf5t RRfa % RTR ^RTORT WqTO I 

5.2 Iptf RftRTRR faRTR RR^ % fair WT ^ RRlfa^t iRWR R^RRTOTRf R?T ffe^l^l faRT "RTORTI f^RR 

3fa y ,J l falir yql'-n RRPT Rft 1S TRR4T Rft RPRft I hR^TR R^JRt, yRlRlRn r 1^it J RFRF? 3TfaRRfR7 3fa 3Tf^fal3ff % 

faq; hrIvi RR rr^rr r^hr mi r 4 ^q^4T Rft riuri i 

5.3 RRWRTOT Rft R" farfR RTRTTt RR TRpfRpff Rft 3RRR?!RT R?t Mil ^ R3T RTRRTI R^R 3fa 

\feRt R I ^VDm RffaR «Jhf % far? ■qTO: f^fm -ffiz 3fR TOR 3 tR^TT 3^ RTt oqq^l 311^(1 I RRtRRRR R TOfR 3rR 

RfiRR RRtTOff % faq^ TORJ^R RRlfaRt % RR % fRRfRTT 3TCIR RTt ^RRWT R>t RHRft I 

6 . RRffcF 

6.1 ftfarfR RR TORT RRvTRfI' RRfaTfR^ % RfaR fR^R 3fR"BRfRRRR R^RoiTR % 3T*ftR faRTRTTRTTfa^fa RIR^sRRt 
wf 3tRR7T RfaR 3fafR ^RTTRt % fRRR R oqiq^iU 1 ^" TOJRR Ft I 

6.2 Wfa^ faRRR RRtRRTOT RR fafaqfRRTOI ^ TRRR #TTI RlfaR wfa^ % Rf7FR 

Pl^l faft m 4^TOR % 3TRRT foqi RURTT Rt TOJ^fRRTft % cft+foli) fW I 


6.3 RRlfa^t TORRTTOT 3fR qqiRicD RfRRR 'RfaRT^fr % faR RTTf^RT <jyyqn RR 'R 3if^ n 3^1! 3TJRRRfa ^f*l I 



6.4 ciqi-iW) =tqipi4l R^ft41 % Rrlfiad R%*R -HfR^pHfl 'Jmpl 3^7 ^i=M RvSTlf ^ HIR4 1%RTT ^IMRI I 


6.5 5R%Ri q^4l41 °^Ptq R% T%% T nj qift<4T T J4J RR% PrtJ 3HyR<l R^T % ypiPRT 41HTI <3 -i 4^ %RT %7 4Ul1 

Pi<4f%fl % vfovm t%rt 4 tRT i 


6.6 pKftfafl *hlft«hT R% WTT Wrt #ft ^ HR% % HR % ^41 SFfHTR ^ I 

6.7 ^ftiHRt fPiPan djjjt^i % S^JTTRHF rPmiIRt ^r-nq-i %R% 3 -TIt qqiPn^l Pr^PtR M4hi?nc'il% HltH 

HhI RilftRi R ^4 l?ff% HII <W<>% 3?ftT qiP-|c4l %> 3RJ^T 3rf^TW WH R^H I 

7. ^Rt^rrrf ^rr w«4, ' J ^‘ 3%r 


7 1 %cTT%<*±H pdft[4lfew HR TT3-WTH HRH HR% «t>ift4T HR fHHlRTR % ^ ^PlPrlPn H% RT^IHRTT % hH^TR 

ftvRT ^i| lj/ 11 3%7 ^ efclftq* £l+ii^, 7TTH4tzrf%HH> R^T P 4 3fp 3RH UHlHHTRt 3HfWfHHt % 713 «Siq HR =m 4 HR 7% 41 3R'4l 
Rpr^TTH HHTH % % TTTHfHH* % H7t$TT H% RfiRTit I ^R HRf%H% R% 7FRJHR <3R7TRT^ff HT RHH RST^f % ■HHR^JHRT % f%HRRT "3TR!HT l 


7.2 fHHt'STR"HHt orPkth! H% FqPftr4ft ^IRf H% 'Jii^fl 14 <h 4 ’SinPn 414 3%7H{ltflTH% ^m/H ft» 

% miW, 3%7 3^R UsMTO RHT Wt^l %%f % *gHR 11 TRRfc RTRT^^R^t PHfoTtfft 

tfim H% wft I ^7T%f37fH%<9i <01 'Jim/111 3i^7iP<iRi<l fHfH T RHH% q>HiHl %* 7T% HRf%H% %TTHTT^H f-q< HR f%Rp u i 

HR% %" frn? 3rf§TT R>t 4^1^ RR^W RRlR/TT I 


7.3 Pi4l^ii 3fftr Rnft °^Pki 4T Pi41 ^rr^r Pi^iii nft h*&Ri4T % ^ mPji^em P^hi rttrrt i rr 

RHt *Mpw4f fiKl R^ 6d7 RTT Pi41 'Jin c M'0 <041 4l J tl ^ PiPih1 u i Rfc’MI'Ht Wt ¥ I TH ^TTRR % 3TJ^?r 

ofT R>^T sflT R^R RfRR^J^t RRl’il RT w^f^ici f®Ri^ ^nr^t I 

7.4 it^ iRRTt ^Pw R^t (4^4 fRRR HtTTRRR^"^ ^ JU iril RTTJ^RTRWrRRtRTRt^t <5rHiql’ R^t yPl^ei 

RR ^ RR HRiTTT 'S*, 3 ikPi^ ’RIRlft, ^4 iPjim RTHTfl yfs^’HlHlR tlHifl 3fl7 41 hPt <Jrni4l ^T «a-i<ai°i °r>^ % ftl 1 ^ ^l Jflin 

RR P^RI 'Jlimil ’^Tff RRT ftr Pi u 1h R 41 1% RRRtI f>lRfl 75RRT^RR r l4f 4 I 

7.5 ^ R>4r|R 4‘ RTt RF 3^?T f^RT WRT ^ 3RRt ^TRT HT 7^R«R Hfl 

f^rfir % rR h UmV Ptrt^ ■Rjf^rcr ^iPqi^Ti ^1 ^ tt% i 

7 6 Rirffcfif % SRjrftRT ¥P4f 3f?R HTaft TTTRrft, H^rwf RT ^HR ^4^5 <iMI^' ^ "4^ "hIhT R 41% ^TTR I 

7.7 Tnfl ^iPH^h 3TR% VF® ?RR 3TFRR (TTRRT RR) W%% I PlPf^lwi^l ^5T % 3T%?T ^ ^ Hf4w4f 

sfR ^t>Ml R> PiM, Pi41 ^qT^sni 4^ m^Iki ^PlHTHl %7 RTH "'JHR q^ci’l %" frlR R>^T 4f% f%!R% "RR^RRT %7 RTR qi^i %f?TR, 
TRFR RRTl, FT p 4 4RT% % RRt 4, HlRH, fRR^RTR % RR^I 3TTf4 41% I ^"4 4 ^^% R^% % R^ffr4i % f%41 RFTPT 173% % PlM, 
%fHR 41% ^Tf4% I 

7.8 %[% R^TT^R, HRRR 3fR 3RR %%1 %" f^H% f%R% RRTT^R R% qqiPl4 RT xPi^cjI RHTR RR TTRkIT 4 ; 

^-JRRTR, WT-RTR, ^RTRPT, RRT% RT TTRT^, TSTTEf, %R 3ftT f%41 4l r HPi4i H% 3T4Rf% r 41 41 ^ll^'fl I 

8, faPHRfU! 3ltT 1%Wf 

8.1 H%1 PiPih( u I RpPTT% 3%7 Pi^4 u l 3^JRTW RTprwt ^RT 3^JR%4 r WrRT n^4)41 ^4^l0^4 % R%%?8RR%R % 

3^tfH 1%TR wt% I RTS^t WRT% % RRR, HR 3%T HTR% % HRfH(T RpfRTT % H?%^ RTJ^ &bll«<l4 f^fH^R RRRTf % 4lHR 
TTRrftRTt RrNrPJ^ % 1 % ^pKlMH RHH^T % H% 1 r Rt4[fel ^ I ft 41 ?RT R% <nii< 1 H I 

f%f^FT ftPwH TTOHf % 4klR fafanh H5RRT % RJIR RHl RT%f 3%T 31THP% % ^?R HFT %f TRHTTJ ^TT%% 

f%R% ^ CM 141 % HFT, %~H 7R5RT, 3TTRjR PlPlHf ,J l MSt>H 41% I h 41^ %^C1 HT 3i ^j4l ft(l R°h%141 R)4 ” c 1[<14 < 1j SKI ’HRTRT P+^M, 

RTTRl 3%7 RR HT RT%^T %1 RT%t ^IIU/Fl I 

%% r^ht41 hr ^ ^fI w h f%ftrcr r 41 f%^ r^ t, %Hn ht^rY^-^t, tttt%tH1ht ^mt } hthIht^ht anft: % ^ 
41rt ^T%f^r4i 


8.2 fH^CRTT 3%T UPd4^U| %T TTfrT 

8 2.1 H^fPlHT% 3f%H R;3R t&fc\ l \ TTW#, RR ^RR %Rf% J l 3%T ^RT ITFTTTl 3%T 

OT; % h4rR%R ^JR % 1 %RR 3%T yPlR^^I ^%Vn I RH%7#TR RfRR 3%H%T5r 3%T HTHHTHfTWR IlfeHTR ITgl^TTRHll 
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8 , 2.2 ^ZT—%R7 W%77 %7 Wf 4)% q4qH¥0fl %%Mf % 3*KT 

*m%%R 1 ^F ^ ^T T^KT 3C^ %7l 4 f?TFf 7^ T*3R fsffrP T Tjffe %7 3f%T ^ *%$%*> ifFTT, UMVbiU} %t ^PiP^ti 

%%tt i ^r «Hf % 3t*7T% % 33 % spjwt %7 t%tt% % ^ihr %%%$[ % ttt«t i%3T ^rrcrm i 

8-2.3 <J^Tt<73 ^+i1 % ql<H %f <)«% % 3<f% , HI%3 ^H'jt 37 33%77T7 %t yqf$Kl _t fr% % %T7r US^1 1J73 WT 

^ d*ld H3i^ 'Jm< l l I % Id 3, M 77% 3373% ^TT 3 * 1 % -qic^fwftf % Wt % <r)3d d l n^i nJ iim i j ii I 

8.2.4 ^%f^FT Til 5*1 7%^ %7 T T^ri T 7T <^H % 1 J t, 7^' % % VP \\ I ^f-if^T^ci f%3T ’^TTQjTT f% ^4 yfift'HlBTf % 3Tt|7t tsl^l 

^ r% %%f%3 f%q% bt^pItt %to, 33 % %r arm^ % f, w=r ihhrt 4% ^ ^ ^jft wt ’Jmpfi i 

8.2.5 ^*bPnM 3717*7 ■qr^t % ^ ^PiRf^q 3>% %f%R 3>lt*7T^ %tf%3% 3>% 33 ^3, ^%P%| dT%, 

firf%T *7%% %7 if 7T p 4r ^r m^it % 3^ttc ttih% %7 TT^jWf % "*j^t if i 7 j% % 

3PJRTT %T 7tw<% %T %73TOI %t ami'll I 

8 . 2.6 ^ K3 77 3T Wm % %7FT f%77 T TI7 1 %% TJS^T ( 3 <;R.<U |[4 4^3 TOT 3T H^TIH %t 7TT%$) % 77%%% %t 

3fNi %t ^TTTpft %T f%4T ^l^lT I T% ^RqW^ui *77 ^THf^TT ^il^m P^i ti*tTl PiqP% 3i*fKi% T TT’3 T T: BTTRI TT^ft 

■J^T 3ffr feRan *4 MifW^a f^U WiTHT I 

8.2.7 14RrtW T^fq^ 1 ! WTH, 3TI^TT bTR ^^sn! m feft ^ TW ^\NJ]] | 

8 . 2.8 3rrf4«hn _& hRki ^TTT "'Hfta RiThhI^i yfjMI ^it BTR’H' ^<^1 ^ ^ 

1 1 

8.2.9 $feT ^sfr ^TTO # ^ ^TT 3-1*4)^PRTft % fd^ ^R ^ft WTTft % f^r t f^Rt ^T: 
^TT MRh^HI 'JIMI ^ I 

9, fiiPwfu] # ^T^dl 

9.1 ftPyi'M 3^4^T BMICi % % %T^ 7RTf% aflT ^14^4 BMd^T ^TJ^ I 

9.2 (4PW ,J I T rft7T7t ?J f >1 WHE WT ^ 3ftr BppftrRT WT 'Jiiu^TI 4 TTf^Cf 3?k BpT tW 

^ T? 7T%T I T^T f4f4*-ii^ ylel^id 175(7 WTpTT I 

9.3 r^PiHf u l ^ 3 h 4) j I <HH J il ftRTO f^TTTBTPTTt 3T^T*H|Hrft% 'H^K'JI 

'Jiru i 7T I 3H^Vf 3TR il*^ % ^7 4 *l^T f4v?7T I! I 

9.4 wrt^^cii 7l _? TRfTvTT ''j1IU r 17 37)7W r^^( ^!U J I1 f^TTt 2?f^TT WT^ d<a®|2^ fe^TT ^ 1 u j 11 TT^TT 

f^T eTTT^rr,— 

(^T) TTTT) ftTIT ^T^fcTTJ. f4f¥^ ^ afk FT^n 3TnRIeT; 

( 75) yfdH Rt>M, 'JTT^ % Pciu Yf^vTT p4'H c 6 3i*fpi*PT ^^cil % BH'MVr c^ii^ m$\ vJH^m aft7 TTFnft 4t 

%, 3fk 

(“>7) ^^5qi mP^a(| % R*TC£ af(7 cjxi<(;i41 I 

9.5 ^NfR^ 3ttr yfe'MI#T < H TT ^TT T 7 M7 'fPprt #7 ^TTTF 4" T^TTT 3TR TTRnft ^W; WT Tt vitft n4^*i J H 

fwrfn 4 WT ~3R tt4t I^RT^ PtPm^T 3?h74RT ^rni^] "^IT 3*I*h" TT^TH^t % 4H Bikiki n 1 % <an\ °fi+i Rtini ^TT 774> 

Tt^T ^7f "^7% IT^TT m*fr\ ^TT Pl^P=r j l % ’^7 ’^TT 377% 7 W\^\ 374(^3 % 13%^ %t *f77 f% £ TT ^TT 77% I 


9.5 f*lHl' u l % M^ivi %t 6 \^ &Hq*^TT Bi J 11 f4?)Hq; "^TCTT ^TFT fq^'3777 3TFT 77T?3 Pi4^ u i Cli^f%I^ ^TRt ^ I 
9.7 %t Wm % %n? 377% % 37fH%^ 773t I 

io. 

10.1 37%f^% % f4f%TW % t%% % 7TOT TR 7^f?T 3% wft 77% RIHifl ^ T?^7 7J% ^ 77%TT %7 
BPJTJ^t ^ % 3TJ77R 37f4%75T 77%TT I 

10.2 77% 3TTW 77FT% %7 %7R 3^ %t 7Tlf% ^71 ^777^731 % flWd 7%7t^3 f%qT ^TKnTT I 77% 77TH% %7 

3nT% %t 7TH%RT 3711% % %7 Tf^HTO ?%% ^ M ,J 5lf7a f%^TT ’^TTTT T TT f%7% ‘ % W% BTP7T ^ ^ ^1U, J 1T r % ftnjJTCT ^R % 

TjpJTTOTrn :%7 %i% ‘^ 9 M %t 775TT 3 [T 77 % I 77 % 3TRW 77T%TT% %t W 7jf%%5RT %t 3frq% f% %T7 f% 'W 
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io t 3 antfw umtJ) R*TR3Rf% 3 t#t ^^^R*TRt^mnft w 'frRRT’stRmt 

R ^ R*T ^ ^T%T?; I 

10.4 ^7T Piftq ^35tP<i^Tft’5[nT fqyRl 5iif^<j>ci <+)4^iR t }<; 31^4^ ^iRi^ Pi4^ u l ft riPhr *ft ^T J \ yii*Ki 

r r^r ^t Rt ^m R^pt ark sfti kfer Rft rttrtt % r^r srtft Rt ^ttr Rkt i STfinrar aftr r*t wr % amrnf 

Rt Mf*^M Rt ^mRft ^frr zzrT arMTiRan ft^n ’^ttrtt ttr ttR^> kFR ^i^h i 

10.5 Rf^ftrf^RT Rt ’HihJ) rt UR kt hR^i-i ^iiai <3^ Rt q^-it ct't, H'0*3cT c n‘ 3?k Ri^l^ R^ ^ Rim* 

UR ft HMI ^11U/11 I 

10.6 *H y '5K u i Raft ttiHtft R R^T ft $«i<q 'd^lR ^mj\ I R Rp-lRlRaci v-i^n: ^Rftn 

^t ^llU/fl : 

(R 1 ) tfCHi^ RT qiH 3ltl ^linRoh o^l^s RT ZrrftT5T, ^TFT di^Tt 3flk f^^°i u i % Pi^l Rt *iohi; 

(t*) fapTHfeii rt r^, rtt afk rsr; 

(R) 3H-a«J^3Tf RT w (3WR % kw RT#T, -qffawkK ft^RT, 3^41 ftfl, ST^^H); 

(R) ftFiih Rt fliOo, ^T^’HF’i Rt qifltg sfft ■^RhO'^TW Rt ukIo I 

10.7 "RterJnktz” A '^r^fti^?T'' 3^h: 44 ^TR=f^f>?T''^RT=nf|-'q^rf T ?r' I j K r^, i^nf^m ^5f^ ^n^TftTf'^rmrfY^ffr 

rHT^t Rt IV'MBlA TTTRTFT 3llj{cil % 3T*jH "^37%, TTRTCf St)H*i<& ft 773% 3lk ZRRT ft 3,°t<1 IjTft I 

10.8 3^T 3TTR%t ^\ f^nfl q^R firm, RT ff, HS'Rq Rt 'Jiiu/Il I 

10.9 %RT RTt RTWt ^7T v5H^Vl f^fRTT WQ 7 TT ^Tt ^ I Rid I f^j^T fWFT ^ % 

^ \ W#TT 5RT 1^; ^ % WPT 'R ^^777 3TW % fa7^ TJ ff ^FT RTT^-RT RllshR f^TT ^n ^ A**\\ R7g RT TO ^ 

r^rHHifll W7TT % ^ ‘ft^PRftRTT ^7t W7TT % % mR^Hh)’ % Rjf^T ftf^PWl % RPRT ^ RRTT I 

10.10 RF qPiR^n f^RT ^ITRfT f^7 Raft RTWt % RHt 3TT^TPT 37R RT ^cT| <rl ^ RSfl" 4in1 ^ I 

11, RR^TT— 

11.1 ^TRRK 3P#*T7T, feaTT^T, rN^TT, ^ftRT Ml ^ 1^11 Wt «Tih<-ll3ff 

% I ZRRt % 3jftK feW ^T RTW % 137fe ^7t "RT 3Rlk 3lfil^^«l, M R *$& % 

RTRT^m: dWI«Jf Rt ’J^TW R HRl«i>M TTMR Rt ^ RT% % f^R 3THI«IRlO ^7 ^ITiRr Rt ^qTKT R^ RT 7UTTI 

11.2 TT^f^TT ^ R«Tf«PTT '^iRRI ^ 'JPTT ^ftr 3TR RRf7 ZRRT R^ft RRft % R^ff, RRRT ^ TTfepR^fN 

fRT^T ^F W1 #ft sffr ^TRT ^N3HN4 fRR ^TTRTT 7TR RTR ’qft^R TTf^FR ^7 3PJ*R RI^fR % ^TPR R Rfa 

Rt ^RRft 7TR arfefPRr T7^ WRt I 

11.3 w ZRRT % T^t -Jlf ^tr 37R^ % T(T P4 RT^ R?t t RT RtR 7TR Tf^RKTR, RT^ft RT 3TftT#rft Z#f ^Ft ^ 

ZRR Rt RTTfrTzt Rt 3TRfef7T Rlrft I R?t R7% Tzt^T (316 I 

114 ’1TFT *ft TTR^ ^t, ^tzRRT "R^RT Rt ftR^ % feR ^rftMI<^/<3l?4 ^%FRt RT RPfPT f^TR WRIT 3RR7 RT 
RT TR ff f^TR WRIT 1 r T^TRt ^ ZTR^T 1RP ^Tpt °iicrl ZTTT^ TT^fR ^T I 

11.5 TSRT ZRRff Rt ZRTRT -sftr fRTRT ^it TZT tferf WRIT R M^P^Cl ft RT R pt"RT "RTT fRU ^IRI1 

12 U^qfRTR 3fer 3tf^TgT—fe^ Na)R< 1J l RRferzt 3RRR RWTt RT TO 3#rerf RT % RT WT R 3^St 

ftWfrt rsM ( ^ftRrft ) % wg^jf ^ Rtfarr Rot i rtrt ^r*ft TTRrft % feR fafanh f¥m rt 
R tRT ^TffRfRT RT^ offe "R ijplf^^7l RC*t RT % fR f^P-i u i ^ TW "H^ft RTf^TR ^TT ®ti\ ^ PNPiRf^in RT^ % f^RT 3TPTRTR 
^TPTRlft fRR ^^TRRff '^ftTRfftfoTT ~^PT3RT^TRRTT^THT ST^TR Wf 

^ft fRTTt TTRTRR T5RR ^ RT ^ Rt ^ 3T^RT Rt 3TJR7T Rfrft I 

12 1 ^t PTFX'Ff, fe^RZ, #RT, Rk fV-iBlfl fRT tj^ ^ frqrjf % ^TJ^T #t l 

12.2 RT 'M+jf^n <jftr yiP^ci 5RT ’^r^ftRT fRR ^ii j mi TTRZ^TR f,^ fiiR Rtry ^ui 1 ! 3ftr qifl<a -smI 


«im-n i 
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THE GAZETTE OF INDIA . EXTRAORDINARY 

1 2.3 ^ -ii+i, ' 5 ii^ i n i ^ s*>+i«i<& ^rn^t 

^ ^TRTpft Ft I 'JJR: <JCHif?n W 3fR HO-ilq $Ft I RF PiqpKl WT ^ feRT WORT 3ltl ^T^ho-i RSt 

i wii<^ Pt>*fl yftfV ^ \k)^ rt^ 'srpttr rt frttw ^nrpt sftr ciiOo skrI ^in^fl i 

12.4 ^rfwPsff R^t yo?q> RftrRT % rrr fr t-r ^ ?qi< ^fk ^jtt 'ftprt f<R 3ftR*ftR RRflRt % IqPinPi R rrIrf 

TTMt ftFTT^n^' W mFTT^TTRTW Rf&RTR (wft^n) $RR % 3TRRTR R?t 

cmlo % H^qiq^RTR ^ R^R RR7 Rif 7TR7 yRlRlRd R>t UllipH I 

12.5 'Ski sjc'lq^.iPicb ski m!^Rh j i H u ll(rfl RT 31-H "RTRTRt £Ki 3TftRrlRa<i Pft "FT fqvij <sH^Tl 4 1 ^f y^iKrfl 

^ RRfafl rrrt #r ftRjR mR+>^ih RTit R* 3q^ ^ tt^tt ^rf^T^sPf R>t R«rfRm Rft ^rm R?t i w Rt 

y^<alqH u l RTT RTF} 5<r)q£|PlR) FRI MlRfpN R fRRT ^TTTRTT RFT Rlf*FfR ^RpRT R FTR rR Mt^f^d RT 3 HR I ^RTWT 

I RR Rhl RiT '3 tRi^oi <isu ^ll^MI I 3TIRRR 1 Rf&^t r RT 3RR RTRRt gKl Pl4PlR fR>RT 'SIUpTT RR qi'jjqi ski R?t 

HftfV^r'qR^im ^mpil I 5<?R£iPtR> R 'H^srfe Rr ^rlRRiR' rT, 3h^*ki RRTSTR’gmRwRt fiijjiI i 

Rpf*1R u l RTt ^TRHt % ^1<N RRt SKI M?q <5H(rr®R <%*\ I 

13. ^«TH 3frt3i-q ^ I "g^W 

■q^q^lcrl TRt HO-ilq 'ftRr "P ’PtRTT ^Hl ^lRrp I ^q<rl %■ ^ Tl^ft "ftfftRT Rl^< ,J l T^TT I 

13.1 Rvt 3=rT^rpfr afft ^4 ^kT rt rPtrt w\ #t i 3 ?^k % rr % 1 ^; Rft^nTfTtfPT 3^rfer, 

^rfer, srpfhfRT) ^Pm TTtt % ^Tna ^T ^pfPT P^qi ^i^ j ii I 

13.2 ’gR^r ^Fsr 5¥<f^rJ%ftPw % rtr PTftm ^ % srrr ’!?r% % 3 ^ 

T 5 ^ ^T ^ PsiRn Rt>qi ^tptt l 

13.3 ^ ^ arrtpff, ^fk wff % fmiwtf gftr t R^fa^ef g kT % 

% wftizt Piqq^i fq>iMi "SRI RTt^TT ^TTrpft l 

13.4 -SRVrfR %■ T TTT 3fP RT C1 J lH Tt ^ Bi^TlPaRRt ^RI W yPlR'qa f^RTT ^TTTRTT iRT 

^ fdH ^ 3^ >5-1 q>i qqiRrdt Piqq ,j i qiiftqi 5KI TFR^T ^1 ^ ^PJRt^T 3?k RptHh fq^qi ^VU $ I 

13.5 RRt C^q^l 1?mT% 3?R q^<-i qidl RRTTft HlP<l % 3TfR?^75f Ht^qj 3TRT ”^T fri’i^"RSt ^i^ f^FT^ HiP<i, 

riqq ,J i Pi^i ^l<sqi 3^T W^ R%?T Ft 7 !! qqi RF ^qlq>K °Ft ^ 31+^1 qiR ! 3T^5RT qilsl 31^ ^jRnrar <rlq<rll 3fR ^RfFT 

t \I +1 til -IK q^< 'RFTT ^TTTRTT 3?R <5Mq^l 3 TRt^ 7ST <<31 'JlI u j 11 1 

13.6 Pi?*fI +111^ 3ftr Pf?i?l R®f^pT % r[qci RT 3’T^f) TTT P T ^+-ni^vJi R tni^ni, PiPihI^i oi<l<3(, 3RTHTT TIRpST, 
^>1 ^Pin TP, niO<a m^ci ^PTT f^RRFt 3TRTFT R?T H^cil RR T5hw J |^I P TT 3^R ; ^51 dfafl Ft ’^FT < Hsk u i qft ^7TT3Tt "^TT Rt 
’3^p3T FPTTI 

14 , ^iil>i?t 3irv*<mH— 

7 T^ W^^ft % RqRM,q> Pi^n 3TT^f-WRR^RT % ^Tt ^ RT RFjftq? ^ ^ qqiRiJl R?t ‘^TMiPia 

^< 0 ! ^ I qfj RT “iqt^ff Tn-TTPTT ^ ^IF ^PiR^cT qi<-l % ^inl ^ fqr3n^iPin <jHq| j 1 % Pi^ 3i^j[^TF qqiPi'il 

% I 

14.1 3ftRftr d<MI^ % 'ftfPfRpJl % f^TT <+qiPidl 3n^qiH-i ■qft y ,J ncil RF ^Plft^in ^TTt % : 

(qi) 3iVlPw '■iTHiqt FR rs^i^i "4P Pi^ftHa Pt^qi ^TKTT^^it PiPi+iI ,J iq>i<l H^&RiqT (f^F% 
FRP H^qiq ^f| uhhI +FT 1 1*11 ^) ^fp 3RT RF 5 ^ q»\st ^i’cy'l Mql^Riic-ii 'qft H^Piql" % *n\ s) 
(Pn^FR^ WWt) #T 3T^t TORTRl (1M 

'JtI’mIhI q^FT M ^'3T^e(TT3it iOl WHTT $; 

(T3T) RFt 3TTtfW 3fft ^pTlM RIPTft % PhRihI^I, WTPT % %R ’^F^TTTT Vt f ; 

(R) 3TftpRF RIRTft, R^Fff^FITFf 3^ ^ WTT^ T( RRpR [MW"\ #T 3RR yfeqripT PmW, ^TFRFR 

f; 


(R) rtRR ^RTF WR^n %RT Wit 3TR T^nfTF yf^qi % 3PJRR 3^t “Mt ^TTrft t; 
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Wt Re wl °5 3r- u<?3 ftn 33 3*3 13 3 aftr fV-m ^ p=n y? T^33 % apjnrc afrrafrrtfa 3731 ^ 

% 3m3, Rm^i afa: Rr^Rm ^ ^tRut arro %rrf twu % st^k Rtroi 331 i i 

15 ^PiO^UI 3frr<=Wlfa<fl^M{l8(rT—f3TOt3P31#333T3Tl%R57ft 313 33373^'^3R 33^ % Wdl^3 yqfan 

% Tiro 1331131 % fpra. ^ifwii 'w 9 Tt?<n 3 ffcroi 3 ?t Tigffi R’ Tq^dnsro i^r 151 333 3331 W 33 R 3 T tR i 

15.1 3ni^ 3% 331 ^ 'Prow % Trot T^jatr % wi 3 ^ft.roi/'Tt. 3?t fafanf^fll sro aigm^ffi 33 \wNi9 

33% ^ f^rn; tr^^t rR ^33*131 ^i argmroT 33m ^Wt i RfPHH i ’J i ^ni wft 3' ^ 31 33731 ^ ^ ^ 7333, aTg^rot, a#3 

’rof^Rrof t 1 373 33 tts 7 ! ’^ 7 ^ t tt "^Tl 3T[if 37313^13 'S ij nrft f^jm gftr "Sri^roTait % 333f'333 3ft 37^33 gRs ^ tpttRiit 377 n^Rt i 
l-qMfiro % Rim, hRij'hi^ yirlol'jin 3>\ 'Jilt'll 'f^TR T t *3WIW**I % hR'-mimI, gr'Mi'nM aftl RttRipi 3it TjRlIT RfcRl WH aftl 3i^o1 
33 t43>3 %" "313 "gem; 3>i m'T 3?f f^Plfol ^Pin 3?! >ji 16 ,* !11 

152 3ii456R 33 r^i5HTTim3'^rrif%^^n37iTf%^^.i33.' t ^. % ^iqf-wR" 31^19)'33337 witmi 33 71% aft; 

3337331 igqn: 333f 3ft ftmftTi 3it -31 ti% i ^Ru"Iot ftftw ^3 ■& aft ftfaf^ sroftf 37; ^ 33713 3133 37 3 k- 3 ti; 

iH^ql'jici 31 vjT 3| ai^^iHcti yiRt^iR'Hl sRi faTtsT 17 ! % Rid, t i)M ij h 3it ^ir, R^mi -fliiftl 1 ^Ri{ly u i 3i Rft Rji*-Am<, i;ci 3 ^tl RiiRi^ 
#t uit Tjft.-qTr.ft. % ^IRl^R 33 37g,3?l gRe 7J73733T 3R 3% | 7J317 3*4 % fog TT'tft ft'5lffo 333^33 3ft HITftft I 

15.3 +^3 Pi ■Cl BfT 13 ! % fog RiRad ai-j^Vi ^RlR Piio 31icn1 Tui i^n alfl’Rl RTRfWtSRT cl'ii :— 

(^fr) «hiRw 

(^t) yfty< Rstt^i aRrRn ^iRw ^fwixi iff f ; 

(■R) -WTf 3TR 3TJ-4R ^ TBT-TISro; 

(■*0 antRw HRift 3^ fRiR ^ iCsroit; 

(^) 3qf*TR; 

(■^) 3MHT1 aPR ■5rf*qnfh fdR^ ; 

(■®) qqiRiel Pl^'JI; 

(^l) 3rM<3W,J'Jl; 

(^) aftr phw^fr Tiftferfd; 

(3f) ftRlRrro«f)1 TI | Y1: WNHRUhi'l 

(3) ^M*b<'jiV ^1 roiRHiTd ^n to yjnRroi; 

(3) ^ yfffi^iu,; 

C^) RfWiRfi y^H3; 

(3) Pl'-i^ u l; 

(Tj) ^qpiplmuil HR' j ll t i a^R RtiR mm. °lil^ *=bi4j 

16. <^i(el<^ PM*|5nJ| UUIItCI : 

wifViil PT4mui3^#iT, RuP^m, ■yrusft^R'Ji, "5rftiT«n3ff "^r TT^ffem "^tniTsfr ^piy-qa «Ami 

f^ aik fro t rftw , T rnT?ro -R' %ij f afk Tuqrft ^ ^qqW % -Rr^ '’nff ftroi uikit t afk 3?r im 

Ri?fro ttt -51^ % Rm; Ri^i tfi ftroi ^nrn rtttIwbp 3 ^ ms; 1 ^ iriRMOT '^rfaroiaff iff R#m 

3jff t ■siR^ 3MK ■apt 3qirfdCl ■$ TTORhI RTMt RtP ^ -ddf <f aRrtf^T TRft I ~^V 1^ WQ7TT % TIMt ewiRiCI Pl'-ivi 

sfk fq ^ R-TM Cl ^imr 11 Trjif % 3^-jf^ro ^ijfR■s'ft ’Wiftr^l Rm^iuRp*iiailf aflr 
■qf&ftrof ^ t«itRi 3 "SfiTHi, 33^1 afR R^ffemr^OT ttkh i+.iiit^iR^ ■551311 

16.1 317^5 RiRroRirarR 3*Tm tor Rt mr ti stoVuh tc h i wiRm ■sfRtti f^w4f afk argrpro^ 

■R^NnfRj^ ^ir ^vtR 1 

16.2 qonfaff ~Rpm 3i RlM ! ? i udi % ifo rR trttoRi 3 i , 3w if ro , ~qyi ~gWN #1 tHRt % •f?n^ ?3 

fmnftm R5313im, j n i 

16.3 fR^?i 3*pf tisR % ■Rtr TRfR 3 i i^roi 311131 enroll ar^fSiRi 3ffR ,j i T^nsif ^ ■g^r 1 «KuRi<i) 
Rmrir IVrR Ri^tt rpri 331^ 3H grrororT, aig^rii sRr iRstiti 5?^ 1 
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16 4 'fflmfr, f^ff#, fIft, %?tt kk kkkjrp FTwr ff f^ft ^ fkkNT kk ftTstf frf % %g kk 

oift ftftff? kf, FgbgkF waff %t FTFtert ftt% % fHrr ftfft fftftf Ff%FTq ftti^ 1 

16 5 W TTTFTFt, FFnk', 3Tf^ H^PQ°bf kk fFP TT FFif % fkg fipT%" gkpfcr "3F%fr PTFTF 3 %TFTg , gpSFT 3% FF l fHk 

ff f%w kt t, -jnfq^r kk 'mxhrar gFF krfa<kr #t i 

i6 6 <saii<; ff Fik %f ■PraFf ^ 3p^q % %g ff fft fFFFpn ft? "furf ftf fft RiRigpi «rf%i4i' set ttt% Fk k 

F7 arf'HHHlf'JM FTt FIT kvFT FFT % f% F7 f%%T HTFFtf % 3EJWT t kk F7 3TfkFTf%T HI4T51 Fit skwk! % 3EJFF f I 

16 7 f%¥%^rrtf%3r?%F%?k1%%/%%4Tf%Rg%%3?r^TTT3iTk' 

3%%1T ktFF % FTFT k FTF-k-FFT g^Ft % klFTF TTflTTF W 3% fafkHfl FFTTS FT f%g Fg T^kf-it kk Flktf%T/%%ftFPT 
y k'^F+ih FTfSTF % TTftfFTfkT FFTK 3TT% <HRiH ^*6 k TT3TT 'lug'll I 

16 8 %tr fftrI k ttfIff 3rf’%r%f % f i rofc n r % kFkr k Fkf 7 jttff FT^ijkt fkF% krrkr %t F?mt 

TjfFTFTFtF 'l-fiaRFT % FfTFIF fkRi *h 1 ■ J IJ0 (’’tkifFFT 7T%F) yH<a) e tiV J i, %FT aclK; % Rig fkfkvfT FIT urgFTm 3% ttFTT %F Fit 
FTTF % ft I fFFfT IJ 1 3Tfk%5rt FT -JcHig % fkFTF "FT b'1< IJ l % fpfR Pl^oRl f%g 'ill') k gk FFTTFF % FIT TTTFFT «ifiKl SKI PHll^TT 

f%F ftp) Fifirn 'fr FFTfkk Pi4i)' j i ugrsr sttt yfti tttttift f%g fttH) i 

16.9 FFlfkk fk-IFF F^fFT % F^k F% kk 3F^MF FTP) % fFpT, % F^FF %, FTFTSF kk k FJF kHt I 

16.10 FFlR-lk R4FF fwi diMPfi %TFlfk(F%FfTk' 3?«TFF%FT3fk FSK U I %t S?TT%f FT "7F% FF%FF 

%) TjfFlTFTT F%f % f%7 %%T I 

16.11 FFTfpkl fTFFF FF FTT TTTFFT TTFt FTFTS fviFIFRll" FF aEFFF F^FT #T ^F% 3 tTmf1T5T T%FT I 

16.12 7?% FFTF% aflT Ffkm FfFTFT3fr %t, FF% WilFi" FTlW % fag f%g k %TgnT f%FT WtJFT I 

FFTFFf 3% -srfFTFTSff FF FF%TF" fFfFFPFFFFr f%FT FUFFTI 

16.13 Fv%1 TFFTft, F«FF?ff aifFF RTF1% kk Wf*I "FTFlfl % ffFF F%FT faipkf?l FF FTFfSF 3% 3FJTOT FFlRFil 
f%m fFRIF SRT f%FT ally'll I fFpi^5fl FF F>ifciF> "JFTTfirnF, "FF k) FfTFFF 3TTFFFFi7t 1FTFT 'Fiy.'li I 

16.14 1 H j Ff kl FTTT %1 FF l Rldl fiFM ' F FFP lTn PI I F klFF FF?T, FFpft%t 3H4FR fF^TT FT4FT, krkn gTFFF 3% 3EF 
kkn "FTFTTT FFHFF %% I 

17 fkfk^yr 

17 1 FT%t TTTFTf) sik F+Tai'i FTFTTl % fklH : — 


"34% 3RPic1 


(FT) srfkfTF FTF aftr 3nFfTFT Fik" fF^?T; 

ITF) fkk) kkrFFitTT FT) %%rTFT % Fk fF^TT, Fk Flk 7t; 

(F) F%fifF kkrkf %TFF 'JFFMFT kk HHIFTFi FFRTTj; 

*(F) "FTFrf) % fFlk-rfcTT FT FSTFT kk TfTF fFfFFT?TT FF FTF 'fltT FFT; 

(~&) gf%T TTml FF FgFT; 

() 'Pi'ii H4 srk ftTstf fttF % kro, fi*ki ft FfFTFTarf Ft yfnPi^i; 

(T5) FFTTF TW #T FfPi^I FFT; 

(ft) gF: ftIitf k gk ffttf ff arf^FFm FFfF i 

17.2 3AIR TTTHTFf Tlk TkrnJTt' % fcTCr 

17 2.1 ?F % F % ItFTi 3F7TfFn 3TTFTF 3% FFTF 'flkrFFTRI FT 3PF aftFFFTtTT •SET^Tkf % ar^FF Tlk I "FTT k%F 
kg FTT -ff TFgFF MFFEF FTtSTF FFTfiTFf, FgFt % STTFTTTf, fFp^Flf, FTt^TF FTSklFf, TF^JFT "SrfFTFTkf 3rlk fFTIFFTF FfFTFT3Tt 
FF F7 iItP’W FTTF % fkg FFgk k 3ig'H< IJ l f%FT aiiu'il fFT F "TF klHI cTFT kl sftFfk Fit FFTfkk FT Fit FTkFFT k 
FHTfFF FTFTT TF, FftTFTTTFT, kktkt, 3TfF7TtFt, STFSTTF FT IfTFFF FFT K | FF7 Ff gTTFT FT F^FF -3TTFTF -3ik kFT°T FFFW k FFf 
t tTFT t TT I 

17 22 tR ^vfr kTTtrHt 'm ^wn f^n rr ^r?n tvt^ atf^F^-Tcr aftr 1 %rt wftt i 

TVfJZ ■ RTrfn’ ^ ^TTrrit f WT ^RTf^rfn, TTSTTC !^^ RT OT^Tf WT ^ ^THT frn | 

17 7 srfiFOTtfrr ~^U 5-M -6rV\$ % frrn ^Trrot, RT %f^H7 3'HrT^T ^TTH? ^TTTFt! 

fqf^RTT R7 fsrfvmFWTW feRT ^TFTT "RTfen | 



r*TFT II—i(i)] 




1 1 


17,4 4 v hk ^cHiqf % Rim, % st^Nt Pi+^ifciRac] ’£t r TT— 


(RF>) RiT Slfaffrn RTR RR Rife ftfol; 

(73) 7£7 -rt 7£7 % Rfo fRRl RR RRrrRt fR$?T; 

(R) i*^ii crR RR ’ T T^V f iJ TT T Rk 4 % RtR Pi^i RT jtfRqi % yRl PliRl; 

(R) sir'll ’-nW 3flT 'IriR *4l<l RiT q'4i; 

(75) Pi^f^w % fViu Rl hT 3ft % '-Tin< ‘j'Jiqmqi RR RtRTRTRT arRilTR; 

(R) ^fT 7^ Rf, TO Rt RVflRf RR ’'JRfRRTfRRT Rft; 

(^) 7RRfTRR; 

f^trpJT: rf -RRr t fR Rrtc rtrtR rit Rq arrapft R rrt rftR % %tj "rtc RlRs” t \ ^stjIRtriR f, r, rr 

iflJRl, Rt qi['j|jq qqiCl'H % STiftTT *7®h toRinil i^q-iqi %, % qfl 7^317717 =ti<|u‘ 11 Rt, 11 q 17 Rls" 37[4f2R qA'ii I 


18. m-W7 7JR 37fRcR3T : 

RR 1 R ij^r <iRi-fl«h1 rR-riR^'’; 37qf^ 3?qiRR RR rrtRtR fn^yji % RR73 £T7 j tRttt; RR 'f'RfRiT IRtj. TsrrqRt I miw< tjr % 

Rr4r rRir :— 


(R1) RTRTC r^pH^Vl)’ % 7TRR R *3R71R RpRl Rtf? % TRq 37RT*; RiT RTR; 

(73) 37RT*; R11 RRT RFT % 77TR RR RT di'-ltd^ RTR, 37*71*; RiT tRRsT RRf, RRRTRT, RtRRT RR wR Rr 3TTRTTC 
^ q«fi; 

(R) TTJRR RpR RTT% RlRf RR) anifaRi Rmfy4l RTF RTR, RTRT, Rq TTJ^TT RR RriRr T^qi | RR IrR) RRt 4 RiT 
7*r*hf^7^n^^-gfjfrRT%i^‘‘Rm RttwIi 

(R) 7^3,14 RRtRT % 7TTR RTRtRtR RfiTR RTfRT'RR TjRhR RRIRiff yif4l4T Rrt RTRR RfTT WIlR 

(7?) RTRrRR 3TRfRrf4 37)7 y y«Kl (Vn* RTR Rid ^.<28 '3 1 7WT RiT RiRR; 

(R) RTt^d, ■=3TRRT t R, 1^77sRtTR RTRRT 3RW7 f*TR % f^TT7 RRRT f4lR RI% RI# RSf^TRT R1 

H-SpR-fi Ril fMJ?!; 

('S) fRRJTt SFiRRR 9f9t)RI 37^1 RtT R^RT R1R) % f^TJ fFP7T RRI 77RR; 

(^T) yf^RlRfd PpMf % f^TR -^TOT TTfRIRf TTf^TT 3Tg^T, 

(■^0 ^RRR; % ■H^TTRT RRV T^RR^Tt' f^TT? '^T^Tf^nTt fTJPTRT aRTTrhr, tj^TT RUT;T^f, 3TTRFT, 7^R7 RRIR aft* fR^tR RRRR 
^ Rtf; 

(R) HIM-I fq-.y w4 % fdu R?|^ fq4 r * RRTRRTfdRT; 

(z) 4(4>'l ®4)4 sfR R7|R % I 
19. ft4>f4l*l 3ltT UTtP^RTri 3TfirRR5T: 

dJCHlR ^R7% 3RR1R HTtT RRIR % RlfR^uT 4+r4'l 7?f4 I '^R% 3in4n fd^dfcTfelT RT % rRt 

f=I^7I FRT :— 


(^T) 4CHIQ ^T 1 H; 

(73) Tt#ST w) RT) yRddl 37)7 'SRRTr 47 tHI RR RRR; 

(R) 4ohi RT -s14)^i % ■if'M R -DTf'HoqcM Rri R!T "RIRtR sifciH 371RTR R R7*7TR R7 RRR RI ”377 R?) Hiqi; 

(R) RldRi' Rr 3RR1R % fdR 3TRftjR RRT 4^fR'J RIH'il Rlt T jR r41 NrR- RTRT, 371RTR RR 4) 

f RRT -pitki -jtrRRI RRrfRn WRIT % f*TF=R*Rff % R RI IR^RT Wm\ I 

(^■) rRrHR feft ^PR' I VIHifl RlrRqRf RiJ ^ 4 3cMK f ^wR RF 77%RRRnfaR rR sqi 3 R 7 377Rr 3TR77FTR?t 

ttrRr w 31'ilf'iifl rR % 1 

(R) RTdR %n RTrR % fRRT fqRR 4RtR*#TRi fdi^i RRTRlT 4fibRI aTR^RRI tR R ''jR TRTTd f4R1R7t rR 
rrR % 3 ^Ri?r R Rr Rr rrtrr Ri turviR^W! rRirt 'R 11 
(rj) RrRRr tRRtrt rtt oRRi fiRtRr SH-rin Rit^ hc.t^ u i iwmw> ttRprttt 3 R 7 <sh4| j i R <niu qicii R'RRR Rf 
ii 
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1 2 

Oar) iWaf aftc % fen? TTffcrr yfeb7n#T fro m i 

O) <7tal?TWF^t HRiPl 

sfa 7^T ?FTt4 TJTp WTT W 3Tftn*7 7*mf 7H TC apf ^ WIT % afa HWftf f%HT*tT 

^TTTJTTI W^TTaff 3' f&TRTf H?'TI'i l 4 afo; aTOFflPT f^FTTTI ^f5T affair ih* apt fai^RI ^ ^ ^rmpfhj^R 
ai^Wd Rh*u 'Jiiy.'ii I 

19.1 TR^‘3^^1^^TifiF*ff3Tfv^r#Tri^F^n^3T3>i)%^meT^%'^T ; fm ^pff ^ arrtnftff #tt i 

H|7« J d"i if ^R^fciTT 0,if % 4dl { a|fa ^ff m<&Ri aTjf^TpWITT ^ff , JW M , =l^ ^ fan^ Pained ^ff '^niy.'fl I 

"if ij4 3<^nqf, affr ^IFffiprf apt TTSi Icimi 7 FTT % Pm “til pPlffarci ylsti^i-Sit % Riii an^y^T^Rfr "i^l ^ affr °i5 

7W afa wffa ^ f^ wjqq f i 

19.3 yfeb-yi %ip7H fdHfaiRiin am^Kl ytif«h^7Ff fa7H'an%%TTw arfaftifisn ^ft amnft afk arfa^isr tt nrfasr 

Tsrcfr ■srrtTrff Tiqr y+f7q,<u| tif&yiaff % fartt '<jtik«;i 41 ^ifar snr faTtr, ■ampt, faraif ftnfaiRad ntfni :— 

(■^7) '3fMF: ^71 ^1 

(75T) fnPHffiRI fspir ujfa ^ ^ apt TO; 

( 7 T) JcHiqd 3?R* a T =t)<i), *icr 3 i'i_ u f '*T**nd( ITSvfft aifa "371% ’’JTT Tff% ^ff aftr 

(ar) unic^ % yRfip n?Fq % fain StR^pA <*iRki am tft affa ■ynrfarcFT; 

("sO .icHiqH '4> 'W’l^ *h o v ^ ,j i =t-ii4T % u^i^w% amiw aifr'ai^r'sf^TT ■pf, "to ,s if^T %" armwfaRT^ 
H'l>,A||3ff fa fa TH^F ^ ajfar ^ff t-; 

(^) fa (ffaft ifa arnfaiW TH^fal 4-d fa<Sdi aftr/aiT failucHoti ldyfa u i yft faoyl 7T*TT aw=tO 

TTT517; 

(T?) fa)t +jfad(l yR<r°b7' J l ^iRu'hi ^1 ■Midi fatT yyw J®l 

(^r) yr5+)^itff 7 i f¥tTJif ^ 3#i#i5r 3% ^ wf ^rfwrf % awyr affr 3rf^5TTO ■qrfWm; 

(^1) fqf-fHH (TTTfar) % ■Wq=1 aTK Hiajifl qOTf % 1^1^ arf^RfM ^if tfTHI; 

(^) HifVl ^TTaif ^ ^ R^tj, fa u H' J l ^TT <-H D <il<?)<. u i 'aTTC^t; 

(?) tt i^3T if %*ft nywiaif ^ Tuftiwif ^ 

("3) ^(jd ^tt yit^t)< ,j i ’srTR-pff % w;'4 ^ teif yt^^i ^t ytii^i mniff arf^nff^; 

20 ^%fam aif^ra — 

20 i "y^n ^ ^tt % "ft^fl nm % %tj; ^fiFi aifvnjfcr wi am^Tr i ^Pin ar^fff % 

1 jfT T RT < m T Tt T TT an^irifl 'Frf r n aff^ arPnif Ull ^?t ^tr ^>f hsRi arjftlfcRifR \<dl ^ <«rn'l ^7 Rm ^nr a^f ■anrjTft I 

20 2 ifii , *ft ^%faP1 Trf^Tqr ■5TiT c H “tK'f if T j4 'di' e i ^ff itnH aftr "W cf<a^& Rb^ii <ni m,*ii f^f7 shmh afR °m4 
♦Wifi’ll if 0^ ^qlrHiq, ^+di4'Ji ’RT 'HHiil d? I ^ f^TO^Tl Pi'ilRud •Mi 1 1 ■m fst - .' h i-BTf % Rdd,3iiouf<(«mii ^T^f 3f)R’3 1 T?^RTTOTI affl 1 1 

f^TCr wpRI i I 

21 ^rtw y T ii<rH yRtv-’ii (tt^t aff -qf) aflT ’3R^ -^riffin arlVfar— 

2 1 *nwt ^7f uTf^n— 

2111 'ti’Jl, HT«#rap affl •jFsn ^%f^nr ■'hhijI % yW [ ti hR^H "Rif xiRn % Rm RnRaci *7PW ireJUJPT affr 

aif^rer nip i 

21 1 2 yifyi^T % aifV^igf PTRldliafl yH-HRici FfTT:— 

(^) RfcjFi f^rw t r Rimff ^7( ^rrn aftr aronf wri; 

(79) HlR<i ^ff hit)<9; 

(n) ftfdHhn afR/Tn -st^m tpt •dm; 

("R) Rdddidl % "RT Tfit ■HOdl; 

(~&) artTiFif "^Tf Tpr Tirai aiR ttw, "yr?r <+> armn if ttt^t; 

(.^) yifRi ^ j ir ^((Riid rd-yy 71 ! "Rr^vi hRsti; 

(^) T&i apq TjRrrd f<<u|ufl -qr a|n«biO | 



['TFT II—T5T^ 3(i)] 


'Hiifl ^>T : 3TOIt|KTJj 


n 

21 . 1.3 wmRi4i‘, Hr^'i ^Trrftnqf 4k RHfakf %, *4 ift, arniFfar 4*rckRT 4k 

^K'T % fkTTT kikan 4 hii<* y-qurii IJfifRITM; ¥kTt I 

21.1*4 yt^cft 4k 14^ yqici-i yRt^lM, ^ T RFW£fnl’ 4k; 7k TTSfr j u/Tt I 

21.2 7 PpT#TT— 

21.2.1 "i^Mf 4k % ffrtj friRan 4 W*\*h y^icn 4Ht f*H% 3 ici4<i 4% % frfU y ifk^n ^I4l 4 4 I 

21.2.2 ^TT#t% 3Tg^4f 4 Wk f¥=#Tft5T?I FklT : — 

(^r) 44 toRt 4k^444r4n5Rn ; 

(730 I 4 ’FTTC* ^TT4 °(ic41 "3 " t T , P^>T; 

(r) W44 tH^ r n ,j i 4k 3^41 4 fk>4t fnrr^3 4t ^Rk % Rim, (4m, ^tt 4 °iKrf) 

(^) fkni ^0 ' c n4 ^kpt 4f ~rt^t ; 

(^) ^r*j4f% ftsrit artfwr amsis ^ ^fwi 4 %ktfnj4vt; 

(^T) ^t4W4t^ ^4^^ STTCFT^t fsfiWT; 

W 373 ^ ^ wt, Ww: fkkftfw 4k 4kk^=R ^rmft <44 % 4w 4 f^kr 

i j4mkfqt i 

21.3 4^T 7TOTT‘STcFTT— 

213.1 44t hit^ y^ici'i 444 14^4 4^ (^m) 'on ~<4kr I4f4n 4kTT 4t ^ % 3 t^?i 4 

?RT 4t ^TTikft f4 Rkyqtfl, kt^T ^T iforc 3CHiq ^o\ yc4^ ^Nr fqRiR 1 ^ 4^t 4<£JT 7*TCT STRFkT Rti^i T RT % I 

213.2 f44l H<ri<r a h< u l H°f>4 ^4 4k"'H 0 if47T ^k>PVl y°f4 4l ^3 'h 41 l^nn 'JlO c(k 4 3^1 4<9^I >SIQlk 4t *H1°ti IH^ICI’I 

yfe^TH 1T^7 4 4kfa?T #4 I 

21 3.3 <3^ koH I "^tT 3nq e-i TTWlcT 4 4<a^& Rfv^l 'JtIMMI I 'Srfkt'loi 4^ '3T?l T kl TTlTk?, ^CHI^ 

H^-cfRT 4k ^iT 3TTOT ^kfT I 

21.4 

21.4.1 RiPW'Ji % fkfk^T y?f)Hl +HiHiil 4 r ^rHi^l" % "4 f4k RiHan yR^^HiM, f^n^t ^H4 f T’for 7 ’3TFt 

1 W% R^fti 3fk ^7 #TT I f^M T TTT Rfr^r 4^1* Rti>J ^l4l I 

21.5 fkwkm^ 3tf»T^7sr— 

21.5.1 3ifk4Grf k fkRfkfkgm Rk-Hf^r kkn : 

(^7) tilHiil ^7T ^rni< RiT ^TTR 4k sH^i ^l4; 

( ^ 3 ) 4ott 4k 3 t f3^ . fkkRrkiT 4k/^Ti y^mi; 

(r) rqPi?vili 4k 4kpr 4t 4^n4f.% f4kr; 

(^t) R'Ojit 11 ! hR u mh j f4i^> '3RT T kf f44i RiRi^f (4kn4r) % 4 4^3^ 17 ^ tn j i ,j h 4 Rt??r 4t 

(T-) 4t mksf; 

(^) oqRw^f % 3TRTW 1444 Rk^VFT f^M, ^; 

( ^ “hRki 4 % 3TTOT-R 1444 RTkj^T 4k fk^jn 'H l i u i*il4t "4t ^HrMifyd 14^i ^; 

(■^T) Pl^fVl RT ^ ^RT; 4k 

(■?f) R^rkrkRT t=4^t 4» ^rttw 4k Trkksn 

21.5.2 PwRrlRfld % fian feftaRT 4 RTW y^T(?R yRb^liJ 4k f4l7 RTJ ^ikf % 37f4#Gr ^f4 ;— 

(*R) kkk3R -4k fkfw^T4; 

(73T) 4k ^K-IMIMH; 

C 1 ^) ’^57^Rn - , ’MWnl^ 3fk ^^tscil; 

() =t>iki^ fky^l OTRkT 3 h^ tn, y4; 

(^) Hinl4t; 

(^) ^TTW^lkWT; 

(^) ftrarotf; 

(^T) ^R^nTTOt; 

(^T) 3RRT^TrWr; 
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22 , f4?VI feA — 

22.1 ftMTOI fe nferfe/fefej STTOfefa ffe fefdd % f^T^TRT "fet fefel fet % ffe few W fe few 

fefe HMTO %R?fedT3fe TO nfeq ife^ fe fefe fe fe HBrffe fet fefe % TOWR #4 TOE fet 3lfe fe fan 

fenfero ffel WRBT l 


22,2 


: 3Tmrrf k’ TOfetn ffe wt fwf ferfa A' ffeffe fet fe 11 


23 , rto wri^rrui 3ltr y^<ui — 

23 1 WTO RE: TOTOd TOWTOTO f fe Mm Tjffefe fefe fet fe/fl fe Eiffel 3TTCWTOT ffeTOTOR djfeffe 
fet feTO fjfe TOT-TOT fet% ^Teft WEFT aftiffewfe f fet ‘TOTR fe ^fhRTTT WfeM fetfe I fe Rd: TOW fet ffefePT fen 


^TTUmi 


23.2 fefe <5 chiR;ci Rdfet yAiRifl Ifeni ^ini fe fet Rd; HMfetH lJ i hT? t^'H i TflffeRti fetl <A*9*H«&fet ' j iim/i 1 I TH ^« u il WT 

TOfed fen dUTOI fefe TOTO^ k TO; WWFF fet TOTVTOTO1 fet fe RTORffe fet ftfe fe ffe fefe RTOirH^ ^tfpT fej 

Wife I RF feEJET fe TOT TOfe TOTffe % fe fe Rdfed fen WTRBTI 

23 3 dMfe ^mfee tot, fe torto fet, totot tottto fe tow % fef Af ferffe totA -gn 

ffefen arfaferf R y^,J' rj i fer wt fern i 

24, facRUI fefefe— 

24 ,1 feft fetfer fe ffeffer fe tot fern to fen totA fe RR to - ferffen fen *iiu j ii ffe tow fe tot wffet 

ffefe TOiffetFTOB^TO'TOnfe ■qfen, afefe fefe Ifeffer fet t t^ ft - 1 ^r?rRfnffen totA feffefetrofern tot ^hihih fe m 
ffeTTO fejy ^ttitjt % fet TOd T\ feffe fen TOTO A 1 fet TOTO fe'fefeTT TOT, fe fefenwt MTWim fe fen fe 1 
%f^pr ffepr 3Fjfe ~!7F \ferffern %ffeffe^RT fe ,j %Tzmn^mn TfEprffeu ^iiF7fi 1 nr ^rjnrftn 

fe fet 'HI'J^MIRq fefef nft fefe fefe fe wfe fe Tfe 3Tfefe fek I HH+ ifefe MFT % 

r Hi u oi j iK. u i % ffe ffefin fe ^nfeft 1 

24 2 ffern ferfe tr fe E fe fek fe fef^r % fer fe nn, ht fe fe ^ftft fe fe 
wr A >rm h mi 4 % ffe fefe mA l j 1 ^al ^1 ttt eptri ^r% i 

25, afeyA^<U! r^Hl^iu,— 


25 1 felHI-W’n 3T^EFT 3?fe ferfe fefe ^ fefe f *TFT feT fe ^MU'RTfe fefeff % ^HW 
fen *11 un 111 feF 3rfen fwi, Tffer fe Tfen^A ^ 1 

25 2 ffe fr fefef fe fefef fe w fefe fer^ fife ferR fefeET fe srfefe fe wfe 1 


25.3 fe ^fa4 1 U ^^EPT% W4R YT T^nfefeAt fe^ %ffe 

^ i Tn^ pMwwfen wqttt fek 3 f? At fe ffer kf fr mfenr fefe fe trt fen ^n wnr 1 1 fe^fef 

fe fen^nfet wr k m wi k I^hi '*nR T n 1 

25 4 ^ At ffet nR hi w tjr nr ferfeft % fer fe feffe: fen ^mn ^ fefer fewrn % ffe ^fet 

fet fen ^irhi i f^fArfe p rihAI fe^nferfe^fenfel^TT fefenrfeEnfefer wffe% 34 R^n^nR 
HTK1 % fFfR TRf^hT fef ^TTRfe I 


25 5 




ferfe nfen R ^r?wjnf fefef fer ffe^rnrn fen ^ifeii 1 


26, "JrRTR "fet ^1 HiH feTRT— 

26 1 a r^ fet n^rm fek 3T , HTwft fefe fet w# tb w fern: fet *nu j il ffe ffenB ^fer 

% Trfe hm^ fen ffenfef, n^rmfe fek fefe wfefefef fet Ffe nrfe fe ^rr fe 1 -Bnjfefefet tb 

feAfefefejrfwfefen, ferf fe wifefefen wfenRferni 

26 2 ^rfefefet ^TTT fefor Trfef fet RTcT ^TW feTH % ffe ETW wfi^ldH 3tfen fe fe ffefe fefen ^fefe 

fet vniR»fl 1 wfb fenA fet feffefe tfefr feft fet wfe ffem fed fe to tot nw nromr fen ffeR fet fe ffe toto fet 1 



['4FT II—73^3(i)] 


3R3 33 WT3 : 
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263 3R3 T f T TT% far ffe afafaffe fe fow>\ 3rffacfa(5 3 ^r 3733; 3 Tirfa | 

26.4 ^TKt ^1 atfim fcM ^1 srf-^f ^7R ^iTTI -ST^k kt k^rl kk y^Jjd 

'’TraTBTT % kk tflfffl qiiii ^1 


26.5 ^TFT iFTT% % f^n ^T^T^TTaff kt 3IHM7WRTT ^T WT-WT ‘ t R t^WTR fc*TT ^TTI 

26.6 ^PTR TTHTO "TP; ■JrqTCT kl " : 3 T Tk ^TTT k' flfkT ftf4^ Vk WJ W P>-Tff k k fw 


3331 | 


27. fSicM^rf wfrtcjjci yffafihmiJ— 

27.1 ^Tf^RT 333C fe qqIfecfl % 3Tt fa 3fat fe57T33f 37T '^prfefenT fe3T ^llUMl 3?fa fa feffalt! 

nfenfef % fe T^nfe ! 3fef7 ffe7T33 37T 3T<fe % kfaffe 37lfjfe WT fe3T 3Tn3T 3Rfa33 

cT«TT fspTT tth ^31*1^3.333 far Rfafesf fe ^nfafa I 


27.2 yfa$M yfafe' 3 i 3 fe 3 fet fakfa fe fefe ftro wife 33 fa fa kkjfe 33 T 3 tst fa, 1 feqfaf afe ^Rnfafai 
kfe 3 T T pn T r^T fe 33 rrfa fe fat wcfe t 

27.3 fefa fefen yfW)3ni fak fefe ^ 3fa fa fen 33 cftiqf fafa 3fa qiHH HMffa far 3lfa fa fqq^JT fen 

28. *M$<i 3TR3 37T^3T—n feif'Vi3lfa u ’Hl^ HI +*£< 3jRci far 7*3 fa Tfep^ 3RTpfer <kk fafe fefe ^TJtT 

krqrf fa fen ^tt k fakfak ffafenfe fenffafeii far a<3ici kkfei fefe^T far fe; fa ffafefe fafa 3Tfe3r fafefawi 

H^fnHI ri | * || l 5’-fa ’ 


283 

(3T) 

(75) 

(3) 

(7?) 

l^> 

(^) 

(^) 

(^) 

( 30 
(“5T) 
28.2 
(37) 

w 

( 3 ) 

(3) 

(IT) 


TTTMRFT ^TFT^rrft— 

3>fa 37t fafefeT *1H3.lfa; 

fakfak fefefewf fem^^rn fe 3rpnw iTTfe^ift ^ri '^p k; 

3^T ferfe fa fen fet ■qfe 3^=3 ffefefe 3k 37^ fe; 

fefeqfe far fen ^rpnr 3?nfe 3 tt wm fafa ^n'fefef 3rr 3 fe f^fa T fefanfe feTn tft %; 

3 Wf, 4^ifefa fekR, faR ferm fa fer rn fe wtt; 

feffanfe 3fe fefem far 333 fa fa^ifen, fefen^ 3? 333 33fafet rffrtt 3tt 
3rfa fe wfefa nfan 33Tfe 3TT faffer ffa3T3; 

3vfa % fa<?^ fen rtt ^35T3T3r 373^, 3ffa faf, 37T faq< TJ i; 

TRRnfa Tfenfar fa fafe^rn 33 if: 3tt fwi : 

fafafaf fa <fai^l^n ^3ki 37T faqvuj ; 

3TTffa3r— 

A'WIW* 3 k ffefa 3^f|^H fafa ^ifdfa fafa33 fefe 33lfefa 3TT^|RH % fen 7337^ y^ffe faf; 
37lfafe fe fe3T, 3T^33 afe ^xHTnfe^, 

3333^3 fafa fa3T fa nffaeRT % fen n^F3lfaf fe fafa ^3 3 lt fa ^fafeT far ^rfefe farfa Tlfa fet t; 
’Schi^'i fa fet ^n, ^nffafe far fen T3p^3 ^rfa^nn; 

fefe 3nfafet 3Tf T3R®3 3331 3Tfa83n; 


283 3ffeT— 

C3T) ffaffefe afe far fenr fe 31333 T fa ht^i afe faq< ,j i; 

(75) ffefe3fefe3Rlfa^ 

( % 3 ) 7331713 33Tfefaf 32 7fe33 fqq< ( J| I fafa 3T33T T^fet % 3lt fa 3fa33r fqq< rj [ ffa3T 313T 3Tffe ffeRf 3TJ3feT 

feR 71 ! ( M ,J llfefa 33 fefej33 feT33 ) 33 ^rfefer 7RRT k; ffa fa 37 fed r?3fef far fefefe far fen <s 33t3 fa T3n 3 lfa 3fe 3fef % 
37ffeT3 fe 3ffe fe3T 3T3T 3Tffe; 
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C^t) 377qfR*F Rfk hihuI % «g«giq 

(t-q^ni tiff fl y '-MifriRl =FT RfilFTT qR'i ( y u n<Hl \<sii c 7) T i); 

(^ ) yRtytl %fRT3 Rl’aHPRl °m4sh*iI 3*Ht STfRlRlSPl y'licfl W f^TW; 

28.4 

C^i) viAfFTI 3fftr pl^fn yRl'I^IKIlRf Rf 3<£q 3Ht l =t)t'3)T77f!l7'7T RiqCJI tjRl); 

( 73 ) dyt^tit “F Riy, ■y|Ji'iiq«& fitltiicH'E etii4#iHl RfR 3TfRRtsi'i y ,j ii(rfl TW R) c k ,, i; 

(R) 3T^7TT 3t“R DlU^i ar^rftT 'gRR M IJ llfM'fl % fafaHM«M. u l TTfRRia-l W# Rfa WU %; 

28.5 **H«dl — 

(^7) P=iPl*if u i RR Rt tHmi^ % r^iy. fRf737T faM RR yfR>q|37t Rt oyciPo'T; 

28.6 UF)«ft*IU| — 

(^F) fafRqW % f^TR 3TTTfW '5f#J5ft^T 1 7T Wt, TtR«NT RfR fRUTTF TF7R % %3 WTPTT^ 

(73 ) 3?qi3 -^iRriil R twRrt Rttt tR£ Rt srt?“ s^f Rf% wf t ('<jqc< u n«f ^rrg RfR ^ % ttR 

R tJtRRt r-Ry j i) 

28.7 3R1KH— 

(7*7) RRt ^AIFEI Rfai^Rf "'FT, ^Ifi ERR ift, t^Rt Rf# RfeT RE EFT'TIR RuRteR ^R IRPhI^M tsftR TiniR 7 ^tR 3F 
3W1 ^R fT7 fttR'JI; 

(73 ) 37 TRR 37 Trmrft, ^RDPi hihuI Rfa Rw ttstt farc % uauaiq 3 R tsettwiR fR^r% 3RrR<T t^R RtR, 

[h*{Rm RR R ij 3K'4 Rt t; 

(R) 3H7-ef)-^n 'HIHuI RR 3<MC;Y% 11SH3I3 Tsq^rsjrnr ; 

(TT) yfR>3l fqfRHI-43-T IJ l %%3 UTERI RffR 371 Rfa’Tl fqq<'J| 1 

28.8 cWIPhRI fRiiyui — 

( 37 ) 431 R 4 R RRytii yj|iHl RR: wiR-iR Pv-iy || i Rr* 7 FT % fjFRRF^rif ^t (Rq< u i 1 Rw 30 ^ Rt Pi^Rw % fRnr 

TTfsE^ni I 

28.9 r^fR^fui 3jffr^fRtMlR — 

(3F) ^377 ttR% rtt fcrrr’T f^rnR 3T=j3Tf T nqKt finT iRRr c rf i WTfl' TnsfRRf % 37391^0 Rnqi 

■Jimi R l 

28.10 PdrEUI, l>l*Nrl ^TTqK^^ITOTtRRT— 

C37) fq^UUl -qR ■BWJ'TTT sfR ^(R tR y lJ IIHl; 

(73) R|3iI 3R|~ 7J7RnR sfRRRTRPTRR tTiR %frpf I 

28.11 TqfRftSfPJT 

(^F) T#Kt^pr TWff ^T RftfTT fRRTnj fRr|R Tft 77%7T fR^I 'TRT TflfRi <JCHI<;3 %"HRt ■'IF^aff R 3T5fR fRfREWwf 

377 fRRf % [RRwifli ai^HIdd Tf^rRFT ^73 R f^RT wR, RR 373 ^ wR fRRR? tR ■RpTTTT # ^ Rf I 

28.12 RWftml'■*! pi*ifd — 

(^f-j fRfEPT RRf ^fR dni^i’ teRRi; 

(73) IRr^TqR* sfR 7TTT3-3P777 Rttht, ttR: ^ TTt i 








^TH, Tlfeq Tnqrft%'RtfRT % TfTH^T "*f sfft %-3^W T T%"RT l ^pSi ^flt Hf ^ I 

2 . 

2 1 , H e )') ^h^FHo Pw-i'i PiWTo4f, *k"i sffc ■tflti ?r? % 'ii'jj'% aHt ■*¥ ^<rd "tf % IVo tfprot^ni 

Tiroft ^ m tht fm i 

2.2 'Jl^l, ^I^H, 'I'M 3TTf^ 'ifit ch? ffclisft 3T5|ffc£tf?[ 5t°t>K ^ff fit'll +fqi '*TT Mv-Mfl ^ RjffTOT ^ ■MHHcii 

% f^TTT ^ TJRTO H f\ I W 1 wf ■‘ftsrjfifa wn “5^'^iff ^T%T7 I 

2.3 faPiqh aHf wf?R (3^1(^114 3TR W^K % f^.M^SRui ffo 3flf?0, ^TrI 8 ^' (^TC'CW-f 

'it^h W^W SfTT, afa arrfe), RftRTT'T ^ff sffa SRjfalT ♦mwii: Ptiy, 'imp"!1 ’yi ,, -i[M < t> ^qiPfl'i HIHifl 

% wft r% %T^fi ^7t T?3Ftifaft Rfoinf fs-^PFT «Nf ^Ffr ^fr sPff if \ frqKt aHf % 

'jfeqf ^Tpf ^ ^ 'Jiunfl l 

2.4 SRjfafl $niH,~- 

(^) iftaff ^ afft 73$ STARTS, 

^3TT #TI "^iftTT; 

(TST ) fftHTt "AhR Tt’ft ^ifisu, 3ffa <*>mk 3fTt tylifWilSTT 'R VB t r ll ■qift'J, I 'Jlf-I 4i^i ’ft 3RT RRT <tqi7. Wf Tff, 
(iwf PTORUrarq*, s^iPfr arift) 3fU^%^w 

■sfrgf RT 'Nwf ^ #ff '^Tf%TJ; 

(T) 75ft BtFI 3fk W4k '? 1 pft ^if?' 11 ,1 ki5<i f^Rf^TT ;5ftT tiSR fy6i T57T Rf 'fa'TOt ^ 'FPff R f^FTRRRt eTR^ff "5^; 

(■ET) ’Rti vft Rmf-=T?rf-^fr; 

(■®5 T P7I S! f % 3f% fi) , '| I 7 7I MlMlif Rt 31^ fifif; ^ct-,51 % ^(.^I'jfl "^1 

3 T 7q|'l -ict P ! t> / TI klu'i! \ Te? Zl^ 3Tf7 fkM^l'^'5fF5%''7®rR'f7 Ti ^: Jiiqi ?fk I R ^sk’TfJt fiPl; 

(^7) fer?.f*Fr4 nf T^jff -^ft im %ff ff ^tmf Rt -#if afft -srfwra-. ^fff #ft ?r«rr^hiff $ «pff ^ 

pt'Il I ^ 37p3 q-ctiq ijq k^rT 1 ^ 4i<l^ ’ :3 n^ ^ TTt % clqKl ^Mq.=K1 7^4 ^ "?7J, "jfpf 3ft7 ‘3R% 'f'N ”4^ 7 t c T 'Tfff fit'll; 

(.■®) ’5T^ ? rt h^i, 4i‘q ^fk kw ^)i fpn riln i 

2.5 M 4RH 3ft7 T^BKofa TTH^f % f^F7, RkfF Tt fiRR 3T^ftRT ^ % feTO, ft#T6 ^ 

^7lf<rl^t ^ ^ ^ I 


2 6 WTTC'PrW ^^ 37%?!^ ^ 'R ~ge^fT~RtTT^m W, 

^mpf s^rc tt^ sr^ffm wTPJn : f# 2 TTi srjRm ^ 'MRq<i4 w mi- “^iRf'" i ’^:" 

4RT % fewirff 3ftc ^T3 %RIP4 Tq^T: Hfqjf^d f%F24T WRTI'' ' ’ TfaRfl m ^ ^TT WT®T^FTT ^ITOTTT 

SWnf^T C'H'TR) MR<4ifq ^rTtf 3fl<3M4f1 HlpHqi ¥7 fl*Hq Hl't'i <'4f 'JllD,'l\ I qif q^ HiTHq'i ^ff ^T *f<W7JSR 

^Tp4f 'qff R| 'ST^t %T %T7 ^ifc^i ?^7 ^T 'RT-Ttefl ’Rf ^TUITTII TfR#4 % 'CFTT^t TJ^R Rtiq "47f I tt^;-^ ^tppfptan^t % 

^df4-7T wrff afk -ifay^r %Frff u "iwf T-iqiPm ^Tft i 

2.7 ^raf sffr 3 Rj( 7 m attr % ■#?! 3 fg^ 4 i % fm ^t wftn ftm. ^itort i ■n 

^TOTl^i "^Ft I 
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2.8 % Mr TOirofF tot Mm rtortoi ttito: Mr M toto toM TOtostoM %ro torto i i^r 
v-xt MF bfrr totto toMF % tototot *f rtortot MMfi totoM Mfr i 

2.9 fMlTOTOBT, TOTOTO3T, MroMTOTO>4TOMTOlfMTOmTMMMi rM l^ M4M MFFTOy4MY4TO#Fl 

2.10 to>j tjg MirMrok fapRh MFFr rttTOF M fafHMM% toptrtoMttMtot^$ sfM toMFM fMfFi 
3. Tr3TT$-3fc'i < l W u ll?fl ( ii'sQ'M yidi'j'jicn ) 


3 1 RTO1R m^\ M TO fM fiSTT fMn ITOrM 3TTO Mf % %n vxi MFM ^TOr?TOf Tt fHTO #ft I 

torto Mr tf M -MM mtw M, Ftoh'to>Fh<i Mrcro rto4 M hFjtoFh M toF tow: M to to Mr 73 TO tojfto M 
Y'-tto torto fTOfroro 5*hi^AiT#fF i tor MFhto tpittoF TO" Ftotort: TOF ^rrfrfrr totM i, toiM 2 M totM 3 TO TO to^ tor TOF TOTO 
% TORTOR ftTO11 I 

3.2 TOTO rtotTO TO fMM torM toto TO TOF Mr t, totor totta M TOF TOr w TOM TOTOF i TO r?tt w TO TO MTOTOF 
%M Mr TO TOfc rtr TOfTOmi TOrTOFTO TO is TOrrTOF srafTOTO TOF<tt TOFrtr TOF writ i 

3.3 ■*TT J I TOfTOM M^TOrMTOtMRTMTOFM^^MRTMR^MMTOrMTrTOFMRTMMMTOFRTTlTOfFl 

TOTOF RT TO) RW, RMRiKl Mt fTOMF' % R1«T TOfTORK RTR Xm RW R'1M<*T RR1 TO 5TRT TOF RnTOfF | 

3.4 TOTO rMF TO fan fTOTO rr TO r^H^rTHR fTOqi ^rmr TO, '*rm M r rthTOF TOr -^t TOTOtt i xt ttjjtt rw TO 

TO MTOTOF TO M M TOTO to Rfarmii TO: rr fM M % t^rto 15 a^f«j % if^R arfw^r rtF ^m^fF i 


3.5 'W i mtR 'ifF? m^W, ftRRF ftFR 't.irW % RR fitR ^ ^ ^TPl % WWT 30 ftpR: ^FF 3Rffq % rFtTC ^fFRRFF 77II3Tf 
rFi rr RTOt i 


3 6 ^R]fF^fl"jif%% ^V=TK1 qFriTO R>43^’ sfFt Rraf Rif 1^<gm^TFFTiF'?tfTOTCRT^3rcfTF 

% 3T#T TO^TT RiF ^TTniF I 


3.7 RrF 75 sfk ^FF n % fjFRf % fTRTT -Ll^ffTl fRTflt 3T«0 RT^J 3TR1F ^F ufFt TT*jNj ftwRf % 

TO4 RfH TOS 20 XV\ RfO^tR RR RPT ftrfFF I MF^%^fHTO TOq TORTR TRTPlf ^ FF^ RFJ WW RtF 3TlTT FF^S 0.3 rF.+20 % 
(RraF W % fRtr) -5ftr Rf?1 ^F>*5 0.45+20 % ( RTO % fFqn) ftM | 


3.8 WTO^TOfFRT^RFT^f fRFRRRRR TO4 ^ RR 15 TO^H (0.06 1.5 RF. #F I TRfR 

rtF f^rorm to rtto ufk rrto totopt tori to Ftor totojtoi TOmFror totto tort i 

3 9 RfFrc Rfrro'H totoF to totoF toF toF tor ttoFF toF rrIto tor % frrn froMFfe 11 TOfFrofa totoF ^f tototo toF fTOroro 
‘‘rtor” to “tot^" to totoFFjtFtor if totF i 


3 10 TOTOTOfTOTOTOTCTOtfroM'^ TOTOTOIRTOftF, TORfTOT TOtoFTOTORH TORtoFtoTOTOTO: 25° R'rITOS 3%55 TOftTOTO#lFI 

TORTOt 1 


Fro +FF <4 1 U-^ TOTR TO ftiFTOR f UI TO froriT TOq y'FF to nq R UI rTOi 


Mr 

fTOHHF«(t1 TO) <UITO TOR 

TT ^f^FF 

TOR TO M TORITO TO tFF. TO f?TTO 3TOpirr 

toIFtottot 7^f>r toFtoF toF arfN'tici+i ttosto 


HT, W sR^h^FT W&U 


0.5-5 

>5^ 


T 

^ ioo; 

TfTTTT TA Tmrr 

100-3-ff^M MR 

toFt 

3500-TOfrTOHTOT TO 

MM 

TT^7 T TR 

(TT 100) ' 

3,500 

R?TT 

5 

TO 

(TOT 10,000) 

3,50,000 

2.000 

100 


TO 

(TOT 100,000) 


35,00,000 


20,000 


500 










;- 

C^p) 44*5 414 % 100 , 10,000 afR 100,000 <i<*>4R4H MNd'ii^rfTWP <sqwiH% sifpr% k443%Tqfcw 

> Plf4‘+i' %) W 41 344lf41 %4t I 47 f%4T ^ttttttt f% 4FJ 44 100 sftr io.OOO %%n 3f%T 464TFJ T, f %4 

fq^erf % 4m tw 4 44ii wrrfr i 

(13 ) ^ % fan; Srtmi sftr 4141 Wl' %t 414 41# 4f?P4I %t TT^TfcT 4T f4# 4%4T I 


414% II 

3H^fr1n r^^frltlT’#; tcqtTf^f^FT y Rj|Ol' xf %T3n444%Ttf&mTiTt'% U4il1 



10,000 (#414) [>m j -h #%q %~m # jiihi^: 1444 % 

100,000 (4414) l 4M144% ’POP % fatr fBTM-MHf 3% 447®bl 47f ff4% 

fiuiur :—-spf 100,10,000 #4 100,000 sfPTO: 44 3.5, V [4 5.5 #41^4 6.5 44 3l4m 4^ I 

4. — 

4.1 441 3.1 % 3.10 71%4£4#44i«H'jfl4 4## 44 *r:(TTpn % 444 *A MIMH %4T 4T44T jfrr feyrT -^nxr't 

4tT 74% 47414. 44%PP 3RT4# 4T 4l-i'r?a %1 417# I 4%#P Hl%m1 44 44t ^'Plfli’l # % TH^ftPii f%4f#4m %% : 

( 41) 4T4, 4 f4f444 HI'll'i-0 — whip) 

1^3) %41 413usoi 44643 (*J4 44OT) —4lf<fcp 

1.4 J 4FJ 4fi<#3 # %—4mi% 

14) 4FJ 414 f'M'Hniy,—■414 f%T 
(T) 4114 H 3% 3TT%TT— 

(m) 3Pjf?m %% % %7P1 414 #V4T 'ftfp'if 414 7f64 %#4 4T%%t/4T 344 «%f % 47% ^ aH^frPlf 4T—5ff%44 

ftlXfUT ; —-^^47171 %T 74fr44 34#%41 414411’ 4 4%3T3Tf #T 4R % 34J4K 4fW%T %f% 

4.2 f#<3c1 4 445 HiilqyuHq Hpfld-0 4i!%hH 7T4T #1 ^64 %%4 qf^HH'l %t %134£ famT 7144111 “ 514IMH 4" 

6%T # 464 %4T4 41%# % fan frrpifm %t 4? 4T4% %4 4441 T(%%f : — 

pnrtrfUV 

'' M4ICHH "% 4^45 $"%"# 4J84 jIcO'-I Hm)# % f%TT |%'4>lRyi %t4^ HllMlH 


M 

^rq, 

q dr'l l ^i d 

44^+3 ^<4 

4414 


Hlu^qA?^ 3 

(.90 f4.4t ^414) 

(.55 f4.%. 'S44) 

(.414 34P) 



4144^/4 4^ 

4^441/4T 4^7 

7f|u;tiq/ T ^m 

100 ^ 

<i 

<1 

<1 

<1 


10041 10 5 5 5 

100,000 100 50 25 — 













20 


THE GAZETTE OF INDIA EXTRAORDINARY 


[Part II —Sec 3(i)] 


fcujui ; — 

(RO fawn RZR faR^ftRRTRRRfafa fat fa RTfa | 

4.3 faf ffafaFT 3th: TJRT fan HHidfl % hR ,j IIhT R R?T fat faRTT t 1% ffaft Rfa R fapE ft fa t fa 
H+jfa °h | fa fat RTfat I RTW RRTRR Rfanfaf R ^RHIRRE fa ft RffaHfl fa l ffa *fa fa \jfauft wfa % R75R 
5 fafffat iMinv ,j i % he^ir scn^i 3TTER RR?t R fa Rft Hiikil RR: fa 'JliRMi I 

5. RRT— 

5 1 TR : ^ TT R % 3Rfa fan Rfam fafa ft fa fa fa fafat T*RT fatR fa fa fafa RER fa f I 
f Iqr'jnH ?fffa R iff riv RTTRt 1 

5.2 R^ ^ f -R ili vir ® 1 1 fat Rff ff ^TTRTft % *0 ft 1 ) I if) RFRf RR if) ffa*Hi ^iuri I ft "'■msj^kRT 
hta rtrttI fi^Nt "if) ftit fatn? i 

5 3 WT& fat '3^r1°tT| cfHlfHR nfth^l fat RTlf fa ^RFT % ^HR^Ci fl'll fal ft wf Riff f^l’M’A tfC-ll^ fat ^RJT 7 ! 

R ROT fat RT fa I R*R RRRT fa f fff Rt RRR RfR fa* faff RE fa t£R ffa I ffa fat fat fa^TE ft faE fat ‘gf'fMt l Rfa 
fat RRRRR ffRT^R fa q fail q ^ ($ s°Eq<) H fan fan ftRT RT ^ERT fa’tfa’M flil Rt ^lil fatE f 3faE fat TTRF) dtii f 3TT ftRT I 
q+RI R fat, RRT3 RtEfa^lt ft MR I RitfRl | ifaR yqifai*h RRRFTdt fafff I HtffalRT ff'R f y*td R^ft ^ET <3 Hh !*\ ift fa^ii 'Jii^ii I 

5 4 tT 5T %T ftTR ftfsEfid RTfa?T ^ ft TFffa ff WR ^ITTRl I 

55 Rffap? %^Ef fff Hhi RR^T fff I T^TT 7 ! N^f ffal^fat CI^E 'JlIM ^TT%'?E T T> 

TT ftT ^fat ^ ^ 7>lit Rift W I 

5.6 i rr^T^ T PptT Mlfa'-T ^TT W RIHiil T7f ffat RR 3iRt 4fal'JJiW4E WHftT^i RfOOI I HIJ^I %^T ft 

-fat % ffa Rff % % fan ^5r ^ET ^TfPT ffr^TT ^|U J II <fRR vSH^tO % M^RT^NJim ffa 3% ffatfafal far? 

wfa i y J 4V T ^4 far TT^ri <j fatn Hi^r^rf iet TfapT ft 3lR?i iTt, 

5 7 ■RPflT faWRl ffat sfa RT^i R RTTf ifft % sfa fafa f^vOT I f 7 ! ^ 

Twf^^TlTnTTI 

5 rt ^ff fasERT RcfatfT?T ^t Wnft ftrq[^q TfaftpT ITRFifa tTRI^t 'Jll^D IHcilfid RTf % far fa 

isfai R Tfa fR f MRfNT/ % far? 3tf?R MT^rfi Wtf R fa 3TTTTT RR ffaT 3HN^R RRTRT WORT I TETf RR ^ifalT 

fat w wfr Rfafafa^ i^RT far rhtti i 

6 , — 

d.i fafafarr TfarTTr Tfatn'ff fa % fan, fafen Rfafa ffft i RRfar faff ^t pt^tt ^fat Rfa Tfafat tr 
fafari % fa 7 f^fiffa RR R RfafRi fff I 

6 2 ffaR^T 'f-q-^ni 3TfaR7fat RiT ‘RsETRRR R TfatR fa "Hi far ^fa faf fafintai RTt fa TJI ffa) % ^Rli 

fan j ?ttttttt i fafarnn ^rfa^faff R- it Tqfai rr ^fafar wt ^ttftt i 

6 3 "Rfaft RR fan R faf fan RTT fat 3TTRR ^TR RT RR: “RsER RR R 70° Rfafa R RRt R^fafa RR RfR Tfapfat 

R 7 nRRTTR % fa 77 RRRtR ffalT 'TIM^II I RTR 7 T^ RTR RT Ofai will RRT faREffa RTRR RR RR RRRtR fa’HI RTTRTTI Cl^°t)< u l 11 RfaT 

nfafar rtr R fan Rn^ii i 

64 faf^fa%^R^ T fal%fan i iVn TJ iHlVM fa TTT^rnT % fa^ ^TFfatTTFT "RT 3TT^fat ^ cfaf f/R R^T Tqf 1 J I fan 

Rmrf RTRRfat ^fafarffa faR farfafanRifannT fa farm faR fanRq^ffafafat Rifaf R faqi 

fafa fa^rr Tq ^TTriT | 

b.5 TRRRR R J l i l V[ l RT faf^ ^V^ I I J |4 I ^ I Rfaf RfR fafa T-v^TR nt 3TTfan * fa Rf ^faW fa'' RRTRT WTTI 

fafat RT RRTRT fact TRTjjn faR fa faf^T fa Rifat I 

6.6 faffa far RT Rl^ fRfa fafaf faR7RTRfaffan%fan wtfaOTI^Rlfatt 3RR fR ft RRTRt fa RR^ 
fa tfapfa r fa fat % i nfam fa fa t^tptrv rrtrr fanfa fait i faffa Rnfan fa fa fafr fali fat fafafn nft fan 

“TiI u Ml far " J HT TETH re RR fat RRlfa ^R R RRfa fat Rifat I 
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6.7 RlRstiRlfl F^OTtRI 41 'HH'R FFJ gOT J l ^Tl &KI 41 ^iujri I 

6.8 faftwi 41 qqiRtdl ^T RtRTtT 3OTT7 RfOT^TTgm 44 *3^r 3rf4R7ST 7 t£ OTT?4 I 

7* <JMW— 



r mw giR wt4, fot 

RlHstHH), 4*441 146*37 4 t hI^ l’l, fqf'i^t u l fi M’0 FTF, tHp-H^T 77 !, FOT "HT 77 ! hRR, HOTST H< ,J l H^fH, tIRi 44 R14<1 ^Idl H4R, 
^mt^f, 1R41fwr^nf ff?ott 37tR 4 i <jngw 44 g4?OT itRRjuT ^^-Rttotw-hototRI'3otw 
44 ^41 hotft Rht 44ft i ■ 


7 2 gRrc fcRTTfnrof % R 44 f! 4 fRr4 hthtRI % 4N otfhtt 54otTR4 j i #4 i f*naV*OT ^fr 

FHlRtHig^hClI HTTH4 OTTfOT 41 'Jiig 4 Pi 44 n^ ^< FF p i4ti HfFH 44 Hi^?4 <715tl *44 i 4|4ill HTT 3 H 4 4 1 qncl i^g flF4> 
hh ^^zprpf ^[fr*io^ tot 4 f4gi RRot 14h4h ,j i ^<hR* 1 wrf4r 14 g ^tt44 41 fh h^h^i) ft othtRh 4f4 ^flr 4 
ferr otiR i Rttothh 4 Rtf hhott 444r f4wf % Rtf OTgFt fR^er f^Rfot ftRot otft g4 44 ^tt4 f?otf 
f4F ^igA 1 


7.3 H< u l H#il 41 37TTH 4 HIH 41 'Hig 4 || 44 '^Hq^OT H4l 4 l) f*KI cftlRlOT OTHTTtRI FT 41 ^TTFft 14*14 3i^4n Rkl^jd 

hITsmi Rot % 1 4H4qi fq-xi 4 Rig hm^ mhkh hRvftf 44 otRfR htototiFh n, w Hi y -R 4 io 44 hRRRot P4g ^ig 4 ) i RRm 
3 h4f qR/q'ig % f^qf tot % f^g % f4rg zflti ^rogt i 

7.4 Ttf ^TFff % fag ^ ^TT^f aftr RlRiHlm^Kl FT^f $, ■HfHHtm VtTTFTTTt 316 7^T#R 7^ ^TT ^tlt 

RiRi^d mih (% 3nvpft ^4 F7TT 4f) f4 j \\ ggi 4t4 sfri i4?l fgn? w4 ’41^4 fMI i 


7.5 WOT ^ FTO ^TTT ^ 3rgi^ 4k W^l ^lP4«4l’ ^ 

Fw^rr^wft i 3TgRm to afrr Wwf tot -qr^ TTfa^u^Tf % f^ w wirq ^r4 4r g4 ffrfism 

°hl4^H % 3T^HR Tl^f^T 4r 4^?r 14 ot WTOT I 

7 6 5R*fa> ttot% f4rg^ t4t ^hvh^i, 3^7% Rig hm4 m-'imh Trf^pqig ^Mei^Firfr i 3HW74t 4 mh 

%T37t7 :^q HN«+> Rif^l %^g7TT7 <3Mg«^i SRTCfflf ^ wft I 8M7^h< 3^4^ %7F7 ^WTTFTFT 

hhR<i Wl 4 i A4 <al^n 4^7 4y^Rin "Rpn ^iig j n i 


8. 4(1 3ltT y*J||<4) — 


8.1 


8.2 


8 3 


8.4 


8.5 


OTt ott \jki ■qq^ soo 7Tt 171>g 44.7ft. 4 th 1 Rw%^4lq RiRi^i g7T ^<ni Ft 3^7 yRi 1000 F44i ’Tggi 
Tt'igriq-; ^ef - 444 - 1 ^Rkn ^TM-HHevii, 4173 to 44 ^4i4h^ ot7^^4ot 4 ggrr Ft, ^ 

4tt 7 % f4g 3 h4i j i f^qr ^iig j n 1 

3H<aRi41^< u i FiTT f4?R Rr>Hi t ftt gjF i oo 4t igF^qRl f4 4t. 4 totRw %tj^ft ’^N4t OT gn ^4 it 44 100 
f4.Fff, giFwi4 4 T rggpFg^t 4141 rtt ^HjMR^rRt7R7 FtRtr 7 qqiRi^l %f4g 374 4t r^Ri^if 4t 4tgg ^4it 1 hR*i4i 
^af 4 ft* 7 ^-44 44 3r4f4F srrwff tt^tt ott4t 4r g4f ^t wt 4 % fog ^ ^ ^t Rfrt ^ttot i 

% Rig ( Rt4 frf fttR -s^ggF 374 ^71 t t 7 tt 4) 44 Rq wtt ^tt gpn 4 Rtt7 IR^i ^ig 4 11 Rt 
3 h 1 h q 1 fttt ^4Rtt fRRRRit 4t gg ^ttttt fT 1 5^twr % Rig mRi 100 14,41. 10 4t gq^ g^4 374 ^ 7 % tj^ft ^t44r 
RqRrRg 4t gg R4 tt i F^g iff ^ ^4twt % Rttt. % Rtf TgR 41 RtRRtt Rt 4t ggr R4 tt 44 0 . 2 s ^ g/Rr. RR 
4 37gf^q^ % '37F: RmfgJ % ^TTTt ^T FPTT l TT77T RrRwff ^ P 7OT fqrffl F^J F^F 37 R 4 ^FTFTT ^11 g 4 11 I FFTTF wRqF 
3Fmif '3^7 fRRt % ggff Rt 37 Rr ttfff f^j gg ::i ^4 4 Rt ^tttjft i th gfhn 44t 4 ffRft % Rig RfpjftRI ftgpn 
F^g tff 37 R 4 t4tr Rff wgF 1 

^Fq-vri fftt4 4Rq ttt4i 4t RRhI’i % Rrg Fg wi 3n^qi 44q 4 ttt4 4 ^tt f^4i htk ^tt ^q4g4n fjf 
4 Rot otot ott oti ao i44t 44 Rf 4 3217 tot ott f 1 wjm ^qrq ft 41 wott tot RRototot 4f ftt wRt 
otRt 4ft Rot ot 'OTot 1 

fR gOT41 ftfRRffRotj 44 fotfRt tRftftfptt4 Rff i4t4, 7 ^ :; 3 ^%Rw ^tR4 RiRRR 4lg7T 441 1 ?7t4 
vhRR°m fR too Rt. 41 10 t 4 gFg 4 374^4 g^4444? RtRRRt 4tr 100 R 7 . #. 4 gRlHHTi tjfRRtRtt 44 
iR44q4fOT otRI 41 otfR^-tR 4 ffot Rft i 
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8.6 fafa TT fap 3TTOO TO fat an^R fa PrfatO TfatO fa ^OROO Otfa Sfat fa faorfot ffaot titttjttt fak 

<N> 0.2 ~*l fao ffaiofa OpRt WW fakfPJJ ^rf^T^^mr fflTRTT % -?rfn I ffarkf fat RlPlT 3RT0fat‘ TT O'lT'ttl OO fa 
f gWsFfiRT Ifaoi TOFTT If? TO faP OOfl TO fat <WI Olfa fafapl fafa 316 faffatW fa faffa fak ^ -gTifar fa 

Tfal^faffaFTtl 

8.7 ffaro TO TOtfOfa ffafa? OTlfa 'HSK'JI <r^r, fPcHO TTTFH, T7 fap OO fafaffat TTOfR fa, fat fa ffan fpRfrgTT 

fafaot fap +i4{6h faktt i wi^son fa ofrfao oi Ttfat TP toi <+,ifH^ oo fa ffafarRt tfao Tnpn i 

8.8 MtO 3TTO fatTOfa%tl, Plp5ifl T.T1 fafaPl MHUP'I TlP'OtT fm I fafaOT O^ Ofa fap fator Rtlfa fat OTfafafa fat 
^ootfoo onofat 1 ffafao faktifat fa fkoor fa fot fa wm ffanr ttttoi ok ^Tornot orkfa fa Tufa i 

8.9 TOTO, RTfafaTt OTTOt" Sip OR1 TOOT fatpR OTtfa % ofat fa Olfa OTOf TTO lOTfaT 1 ^ fak fafatOOn fa E^T Ftfat I TOT 
OTOTTHio 100 ffa. fa. fa 10 fatTfafafa OOfkofapHO TTToffafafafa TOfafa I *i e i , i«t> facwrn % (fa? 'flti fatj ofa 
Pt krfi^VI fa fa?JOfafafak 0.25^7^- Tit. k O-TN^fafaT: ffaitJofafa’pofafalTT'Ofa ctqiPfafa TlTliffal 
% fan? not aTtjiw Ttifaftr tPit i 

9. ItmtI'Ji UltEOI— 

9 1 fa'iflm ' ij, oorfa tt faffatfo faro faTiffa Forfa % ofat «tfa fa fat ffao Tim i 

9.2 fanofa R i Hif i fatfafakr TTCfatfaTorffaooofaofafafaTTfa fakfarffa. fat. loofatm^fa-TfarofafatoT 

fa famfkr fa Ttfat fa 1 

9.3 fapfr ffa*H ?PtTCfatfa% 12 fa fat Ttor P l q P ?fa faoR fan Tnfafa^ffaOTfaimJnTfainj-faFfaOtOOTTIT fat % 

fafap fatrt, Tt 72 kfa fa Tfar ^tfaf fakft, to ttpot i 

9.4 faifal^ i ^ TNK % faofal fa Tfa Tofa fafaf T?t ZpZFW fa f=fat fat 0 2 TTOTO farfar ffaRsfa fa fa ffarTT fai'Mf TIRT I fat 

fa^R ffaRTfa ^ifa TTCrsTrr % fan? T tfasir?t ffam th j ,mi i far fafarsfa Tt TTfatt fafa fat fafa? nfat fa tnt Tpn i 

9.5 m ^TT, TMfa ■fat wfan fa Tfa ww fafasbfad ffaRT THTOTI fanfatifatt TTTtfaf fat, Tffa 3TO 3Mfa'i nfaf IfarnT TRT fa, 

TFfi RT ffac^R ffatn T? TT fa TOtik Tt Tnpft TTr ufat m ffafasftfam fan Tnon I 

0.6 ?ptr 3<m;fat afa^t tr fat mfat fafarrfafsf/n fa toT irpn iffatfarfarfatmfa TfwTffanfa ’k'Ttfa^famfa tfafaf 
ottr tt fafa^iT^iff t fat fan?. T fj nft TfaajT ffarot Tnpn fak on? ort ffaksfortiTT fat "kfaR fat nffanr m T#f fa Ttfa, 
to fakun Tnptt 1 

97 TROTTSTTOO^fat TtTTTTTtfa, TTTTT fafaO TTTTrfaTtT 8*ll'i ffatTT vHlu'ii [P^ifa , hi 3?<% TT?T n^^lir'iltlTTT TORO 

fat farm "mfam fat fafako o fat i 

10 rp)fal-ffa)H-fal<?i i/iejlPifal 7TT retell-ffaH falci vfl silPifat 

10.1 frfat ffavT faPo T1 'ffafat-f’TT fakt 'mtfa ffafamOTT ffafao fa Ttfa Tfatfa ^ fJHP m ffacU RfpRn fa DOTPlt fat 

fa 4 ; T 7 -1I TOTtfa PpTOM wl^lfTfl HVlIl mktrffaRTtTlOtfal -TnjffatTcTTC'faifan? T^tofafa TTK 
fat H#fa fa tptt TTtwfa Tfa 100 (.fafaRt) Ttr TTRT f «|KI m faot I 

ppqu| : (i) mfawfa 10,000 TfaTTT fa Tsfafao fat TOfaft I 

(ii) fa “ Tffar TT fa " fakfOTT fak TI'JlV'HTT faPofaf ^tT TTTT fafaft OTT falqiTT fakttfaf fa Ft fanffaO fat TOpft I 

10.2 fafoT ffafaCT fa ffao, [fafa$I>H IJ l Tm ffafat-lfacO fatT/ffafat-fTT fapl Tfatfa TvT fa RtT Tf 1,00,000 TTkrOO fa 
T-ffaRji fat TTTpft faP Tfafa fa fafaT TTT HR T>t 100 fat TfaWtfaf fat TO fafatT I 

10.3 faffalTtofa ffafawilfan arMn;— 

10.3.1 far fat fatofaf, farofat , wfaf fafat wtifaRtfafaffao ?OHifl fat tt fa TtT ofa 1,00,000 ofamt fa fanrffan ttpot i 

TtO TTffa fat fafakf wqqu| fa 3H-HIHT500 ^ TO O'fal'W offan ok 10,000 fa Tlkm fa fat TTfaft I faoofa fat fatt? 
OtTp fa ffat? 34^50 ofaf offam? IfakTFO fat Olifat I 



[RFlII—Wq3(i)] 


'TOT qil TT3m ■ 3WTCTR 


23 


10 3.2 
10 4 

10 5 


106 
106 1 


10 6 2 

10 6 3 
10 6 4 

10 6.5 

10 6 6 


106 7 

107 
107 1 


107 2 
1073 


iffim feiHsti'qui % f^TT 311q^1*6 ^ W 1 ! 10,000 qlt Tf^qfq % qiq q*f 100 % MqfeRui arofafqrqT TJJI^TT 1 

fqdM'iT q?t pJ|i«r>'l wic'ii, 15 TTT fqqqifqq fob'll qRl %, q^ 10,000 % c n ,J i ^ ^hk Ph*ii s3 im,'ii qk ■i'l'fil ftqqq Hf{I 
fqqiqpiti fit qmft qitqn looqrt q^qfa % w M 100 % qqfarq q* INk fqrqr '^ttottt 1 


Ptn-d^H ( ilH^H ) — 

u) qst tpt q %famqqftarrjfkrqqq%faq 022 qmrq%aqqnr%qfo l +ii?qi:RfaPsin, 

qqt % =mc^i % qqqq q Pnc^K fqrqr wmu qq fqrqfqq qq q fqqqifqiT qnrct % Pi u 0.45 ' j3 j > T nftftf3t qq 
qnTq fqjqi , 'jiiu*ii i 


( 11 ) TTqT3j t fT3qqo.22 T7 J%r«lHsti’q T J| ^fr% fqqjrqq 3iql J iqq7t|Ti qt ^^jqq fVicr^m fkqi 

tjTrmTf 1 qf^pqr fqh^fi q’ qr qfaqqrq qqq ^fqq rPii kq% rkq fqq^qpi qqrk qq wftq fqiqt qn q%qi 1 ^ft 


qqqiqfq 
qq qqqt 



(in) fqqqifqqf'rqsrq>) ^osri q>tqqqpiqqq H^iPin 1%qiqmqnqqqq?i■’qrqz, fkFjfqqPnql qr 
z*z %n fqqfi 3Mqqn qq sra % M^qqi 4cq.iw qfe qft qnqft 1 

fq4^qirT( OTiqg^fqq) 

qit^ fqqqqrq qfkqi q q^ qqnq % fkq ^qqft ^qqqqin uk qfkqTqtq Pm< qq^ qT^ qqiR % hr % 
qqi qFTf qffw r*i'Hfet)P4(i q^niaf q?) wq wt q qqqft qk fTiMcii q?t q*qqq qn qrci sk qqi wi,qt, qWtq 
TTofqTf srci ^qqftm kqi qnqTi 1 

qq) fqqqqq qfqiqTsit’ qit qqfqq ^q q fqfqqpq fqiqi 'qjqqi 1 qft fqfqqpqqr qi 1 ! fqqftq Ra^KiT qr tt^iPid 

fqrqibill'llfqiqjqiq^qwqiT'iq'T^qisrRqt'fq^n'!^qi^Mi i^r qt 4M«b<qr ■iMifli'jrfeqiqqr 

qr qq qq^ ti^ qnriq 1 


fqqq qfq q fTqqt % fan ivrt qn fqqqqqi -#Tr 1 

qfnq Pih’sPH'ji q q^ q?t qiirRqrqqtq rr qpfRqq?f qnqqt qkqi^'^jqq feifM^viqtqTsif % 

'4RR fqqfrm tst -amTqT 1 


■ qq1 qfqftqq qq hni qinqn 1 

% 4qjqi< q‘5iR(t fqrqi^nnqt qfrrqqqqqqqmfqiqi 3 iiu j ii 1 xqq^f qqifqqqftqrqqqinqqqifqqqqi?qqft qiO'R 1 qfq 

qqiq dqnviqif qsr qqqtn fqiqT qrar t qt qq% ^qN % JURq q i^qq % fetj •gter qrqqifqqi qqft qqqft 1 


faq'dvf q q str 4 fqq?fqq ^nql’ q q? qq^ % "Pw ' pc n^ qm fR qrfpn 1 rt qqzqif % frrq qqq qqqt, f qr 
qTKqi qr; yiHif) % qm qiSqT, qtr hq'ibH'JI % 'RR qrr qqR TqV4: RTRIRT qilRII I RIFT qf^q fit, 

qq 34<;f qq qq^ % fqu, qqsTfqif qn qqtq iqqT wqr far qqi tr ^q (qr qq 3q) qrt ftq*qq qfqrqr q qqq 
fqqqqi qqT ^ 1 


yq*h fqwstiHui qrs6"qi%fqR r^q^H^I qfqqn iHc^qqfq jqr-?q% qqqrr qiq afR rq-H56H'i| qpfteq 
qqq) 1 fqqqrr qfst-.qi % qiq % qq q tut w^rr 1 


fa^rarntrr (qip): 

Mr^q; rfTq fqqqrqq qqiq qqqRFTHiq % dq^JW 3TRFTT if qr* RT qqf^T qqi*^ afrt % RRqqq qqrqTT URT 

qiaq^ fqqTq mm i 1 Pq-i^q qqq ifR/qr^qq^ qqi%fqnqqq7i 4iMqTqqiqtq^qq1qfqfqqi' j i , +< ij i%'^kH qqqiflq 
qrrqTnqr Kfkqqiqpj^, qqrWqq qqfwqr ^ win qfq % 1q^ qjq qfr qnrq) 1 qqq qii tq qrfqqisr 

^nq<m wit 1 qfqqi rtri q arr^qf qft qqT q qqqq qiqn q>) qmt 1 
iwnq q q, qq-^Nk 3M#qif qq qqkqrq%qrfq^ q^ kfkFMqqqqqqq qqnq^f Rkr 1 

qr? % fqu fqqqRrq qn qqq qqqq frq kt qm qnq q q^ -jqrfqq 4 nhm trf qirq% % fqq qqkr qqq qqqm ft^n 
tuttri i qr qqq qfqqiqtq qq % qk°6 qqq ^ fqn qqqifor fqqq jiiumi i 
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10.7.4 RTF fafi$t>9' J i "Fsti u l nrHHM Fit fulfil Ri H' ; 5FT%%7Rli-i fafispfiTTT RRFit Rfi% faf-R 'HH'HiIVhi 

Wt mifif | FTRTT % RfR 4' finRt ^FT Wf FT Rr Tit fiRTFifim fim FTTRFT m IFF f% FT RRf fR fim FTRTT 
fifi fififit fRmpm 3TTFTF Fit FFFtF % fin, - aH-jHlfn fR fim n<TT I Fffang FfiTFRF faiGdff % RTF FTg ffiFFR fR 
nFR-TT Fit 'SlUpfl I 


10.7.5 cIlTl^TT fafiFRF%fin yfim RramfirRmiFi fifiRTRR 3fR% faRngFT3%FR?TFirfiFR%fin 

RfinFRFTF ff aRjmT ■‘fit I frj amR afR Imw fR 7fnRfaR tfr^ fWR %ttt«t msmFR^nR i fR 

<114 TJRT ’faRFim fRFT RfsTiFl FF 3HT7TF FTfRRr Fit edll FIT ft qpi 3TFT: fam<gaft FIT FFFtF FR! 7£F ’j-ifal FfinR Fit 
’ ' ' RTF % FR R aRiRT RR I 


10.8 Rh 4*H<J| ( 3TIsf <1N grci ) : 

1 0.8. 1 yfsti'Hi Fit HiP-lti-O FR% % fin FTFRTF afR TFTF "chi FIT R RFtF fFiFT FfnjTl I fTFF 11 ! RTTFR afR 3TfF<^^l°ti<' J i Rlfi 
HiPidO RmR it FTFFFF: F<i'i el'll I fSI n TF^FFt % frFH, *FFllFRI fFFFF afR RTfilcRt rnTfinf FF FFFtF fRiFT 
FTFT $ fR TFRF FT Rffifim FiR % fin. MfFFFFRF fim FFF 1 fR FTJFi' FfFiFT Ffi aRffliafi Fit T JR FR fi^FT 11 
Unfit afR RRfi~F Fit FifaR fR Unfit TRT Rfim fim FTTRFT afR FFFW TRO FFFR R3TRRF Fit FIrR | FFFF FTURTF 

nnfFi % Um fR filRFIRF fR amRl R RlTF fR RfifiyiFimT ^faftlFi FF"fi FFFFTt FluR I fifi fafii*iHFil*%fin 

fim FF % clci F FTFft fim fi 1 JJCl' fFFFiFF FFfil % <fkH TF finfiT F7 FTFFTF fiFTFTT If 'HI FNI FTFFFFi el’ll I F'H 
fit fifFfa ft-Ffil Fl^fFH FT FTF Tt 7TF ^FT F?t FR-FR fTFTF Fit FTtW Ffi FTRift I 

10.8.2 FtFF^ FTFHt* 3 FTFKf Ht fFF FTf Fit ftmit fFFFfFF fFFT FTF1 f, Rfft FRRR fi’ RT^F FURTT fjRRt TFT affi FFF % 

FFtF Fit flFTTFI RfifT, FTt fFFFTFF % F7FR^ 1 JF: FTTF Fit ftFI FFTI FR%FFt FTF FPtffiTF FFF % fin, FRffiiRT 

FTFFF1 FT fFFFiFFI 3Tf*TFifiFif % FFfc I 


10.8.3 F3?t FTFI fi" Frf^FT FIT 7TF 7TFT FFF fFFiFF FFiF FTf fFIFT FIRTT FF FFi fFi F^ FRff FTT Fff FFT Tt affi FtRT FTf FR 
FtFi Tit I 


10.8.4 FT yhfVFfl FR^ % fin. FTFFpft FTift FTRFt fFi fiFTFRR %%R FFFTT FPF FTJFF FFTfMt Fit t affi FFfi’ TF RR % 
FRTF FTt W ffipRt RTFTT FT FFTFR <h 8 el ni Tt I 


10.9 tf<jyf/Pl'jff'4l*H d<FlcTVFft 3lfirllT-+n , HrU 

i o.9. i fFRft tn % firfiiFK R' ffT ^fn RfFRnaff afR yfiFFtaff F4 rfi fFfirffiF ^jttf fff TtFi arfi: Rf % fttf Tt% R 
m% fFTTF % fiiy, arffiiF fiiFiFl ttfi % fin ^JFITF fFfFFPFnr fff fit FFFtF fim fttttttt i 

1 0.9.2 FTFTFt FIT FFJFF FF R % FftFif R FT fFiFT FTTRTTI fRfRT 3TFf<T FTF FT FIlfRiF % R^3Fl‘ URT FT fin FR aTTFTFt" 
fit m infirm wrui fR^tf fim ftrfi i amm ft fin fiftR % frR Fit F^fin mfim R> aii '-m ftf Fit m?Rt i 

10 . 9.3 Rfrr % nffit Rfir fin n rtftR fit ntfiiF Rfrr Fit mrafi % fin Rfinr fim ftrfi i 


i 0.9.4 nfin mTTf % Rt tf nFiR Fit fttR Rrff ft «ff FifFFf % fin, nfim nr R firfinr fiiFT ftirit i m firfinF 
RmF m R film ftr ftf ft ffirt Rtr RFFit y^'jfR Fit tt^t sffi firFfim T-niRt % ftfIf fim fttrfi i fifRm 

FRF FlR FFRTFf Fit FfT FT m FTFFR filRm FRF Ri Ft fFFfilF FF R TFFlt %F Fit ^fie Fit FTF Fit FTTTRft affi 

fiifinr nt ^Rr R fr-fr Ifftr frFT firfi i fttt fiifimr % am fR% armfi niR R ftt rr FfiiFT Fit fiftm fFiFT 

FTTTFT atR RFTFR % FrRtFRF Fit RF^FF aHRRTFt FT "FTF Fit "FTRFt I mR u II*TT Fit RO =1R finnl FTIRFII 

ii. rrit? nyrF aftr Rffr 

11.1 rtfRtR rfin Fwfia fR rifft afRRFnr aftFFFitF afR amfRfFfifij afitnaR% 1 ^frR % 

fin n^FF fiifiFFimi fR^f, nR % ann, firfififiTf, rRsfi nfinf, mui Fit RfFmaff afir fRRFim fim-aR ff 
RFFRI tFRTT mRTT fFi aTTFTF, RFTF affi -aRqfF fiRnr % am RF 4 F tiffi t aifi R tr RR n rrfimiFi, RRfift, 
arfmfift, amifift ft fFnin nt R arFFi ffr fFFm ell ffftfr fR R Rt aft fIf Fit FFTfimt ft ^s<ii fR RTfimnr 
R F'FTfiRT FRFT R I %Rt fit l pR FT TRJFF aRFH FT RfTF FF RfRf fR fim nRFT I 

11.2 fR ftft R arfim Fit fifRo R fin nfi-Rm-Rn R#fi R f^ff mrfim Fit Ffi’iFiiaff ff nr fR R fR^f fFm Fiif’ii 
Ri R Rfimj affi; am: firng R tjff 11 ft fitfirFi trtff affi ftRif FRnR RRt aftFF RR fR aRnait % anm Rfit i 
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W RT WFT: 3WW 

11.3 pftt vn^T^i 4ft HtR'jif ftt, wfm ft yf, wm ^ ft fafftu (ifftn ft dfirit RfftR ft rmi ftt i 

11.4 +-j*K'jif, siTOrft 4ft Igftf rSfl!5H tftn 4 Wt faplft Rpft 'irmPT TTT 4ft ^Flft 4ftNf ft" fftp fanr ^TTP fTt 4ft7 ftftf 

ftt^TTRftl 

1 1.5 m fttRT ^mnn % Iftftt fftftfft rrfi % fftft ^ ^ gn«tpr 4ft ■ L i e u rr i ^Ftft +p4ft ft" 3ift 

t Tot ■®fF ft" ftuftfa wt ?rm -wrti: wt rtf: tt Trf'i*P , H ttp? R?fr tou i ftrr>i 4ft tr ftft ^nfcT^t % w^X ft 
4ftt ^TTfFTT fftlft -ir-nc; "opt ^if'id 4 ? T4T4 4 h sni lit 4ft ftft ft 73RTt ft 'M'ql nft I 

11.6 TF? ftt RTT ftt fttdftl 4? WTFT fftn W 7T®1 RRli % fftftSTl ^T%TR 3Tfft?4ftT feft '^IFftt 3% RPfIT ■JHTnFT tftn 
TTTnPT I W fttfrft" ’•-JP1T? ft ftTSfft Tftf ^pft t s?ft Rpftt, TTTftfttl RFJ1T ^ Tf 41444=1 ft 44H =3FrT ft fcTpCSTT 
4f4v7i % apjprrc 4fti4 R4 ft R4ift ftt <Jiiy*il i 

11.7 "MHrftl % -sqf^F BTTKTpff 4ft 3TT4«1Mfft4; fftfftftftlftf ftl 4^ % 4JHKI fftFJSF? PTT$H ft ^7T fttWTT^P <S«f.yi<s* ft 

DFfITT 4ftS(IT ftt ^TUftt fwt ft^4T 4ft TTTPftT 4Tftf ft nf^T H/hT^JA ftt ^STT Rft I 

11.8 <*4«< <41 q)fl4f— 

n 8.i #3 ftt ft ami’ ^TFifttfFT fft^rmirftftKi 4ft Tim% ' 44 TTftrft i rt ftR 54-1 4ft 44 ft ftjpr-nft 

4 ft 4ft?ftl ftflM't’4Fftt i'pft'l fft4T■^rn’TTT I4ft?ftt#rftf 44 4/1: J1HVII I 

n ftt ftftftff ftt'ftTftft ft fttTfmlftftT ■^mFTrftn'^' i?=qK ft 1 ft ft 4ft"37qFj 

% PT^mT; % cftNif ^ft arj^i ^ftt ry ftprftm ^ ft hhMt wjjft i 

11.9 Tpufftr^l ft) 3TTWH— 

11.9.1 wt Tlpnft’ ftlftdft 41ft T l "ft ftft '■iTqt'T ftm "TiTPT '^iT'ltftfl ■PHir^ % 3TT 1 ftPTf '* 3 T*ITfcRT ftftft % fTT^R ft ft^T 
ftt ftrftft "srfav^n ?ro ^ ft ftftr fftfti wtt i 

11.9.2 ^TTftT , '*ftft 4ft ftftl ^vpTT ('-f'lfftl) ^fit ftf^P-in 1 ' cfPT ft M 10,000 l PlleH l7 r% 'iftfft'T ftftt ft ^r Wlftfr I FIFT ftftt 
41ft.-liu ^4t "Tirrft f ~^w\ utt fifti ft ’Tftvr thtt ptNi ^ ft ft m i ftfti ft ^ wi iftn ftt o 2 fftftftt 
ft f ftrV -7? iftt 11 TAft 4ft HPiM ftt ftfftw ftfftTF W wit ftft ft ‘tfftft ftt 'Hiyft 1 

11.10 TSJT ftt "Sift— 

11 10.1 7 rftt t=tt5tt ft ftftftf ft fftn TTftf mi ftt 15 ft ft^ 7^7 tit w ftt ^ftt ftftft 1 <W ftfftt mi 

ftt "?ft ftftr sr 53 ? mi ftf sift ^it 'iH'ft'i ift Iftpn >jii y,* 111 

11 . 10.2 wftt 15 ft ■mftfti 4fttvftmftft^Ftft fftftr faf r ic<s!if ft "st^rftfftt 1 

12. wnfttTfppjT— 

12.1 ftlftf^PT; ft faftfflfa ft ftftfttTT ferfftrW aftftfftft ft hHrMfiaA dl'tRm fftir Wftt: — 

( 1 ) ft? fftftl 3rf»ftn5 ftt 3FPT ftl?1T 
( 2 ) imq =f)T "AFT 

( 3 ) mmi ip srfftfta 'w 

I 4 ) -fttTFIFZ ftisqi 
( 5 ) ftr/FTTZ ^ "flTWt 

1 6) fftftft 11 ! 3tftn ftft ftt mtn 4tr tftftpfti 471 #t ftt Fifra 

f 7 ) fftftftt ftt Alftoi 4ft <H°I*HN ftt flftftj 

(8) Nf-mhiftftftwfttitftftr 

( 9 ) Tfftt ftereftf ftt wftftt ftt ftftt ft "RTK? FR 

MO) Rftt ft^rzftf ftt FRT 

(ill Rftt ftrpftf ft tftn ffthr? ftiftn ftt ftRift 
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(. 12 ) ^4rfkn, f44krn snk w 4k ^7i4t aprfk 41 

( 13 ) f44EFT ^iT H T^FJ.'pt 

(14) fw^T 4f 3TCT51TT 4 PffWF 3Tf44ci 

(15) rtimm 4R 3TT?^T % arfMEtig, ^JR 41 lEt^Pt 

(16) kfc % 3lf44l3, ^ 41 FTF]^ 

(17) EERIfET 4kRT 414)4 [qn^Kim % hR"ih 

(18) 3TTOHf 4 -*4X1 ^ 4bf44f % W^TTPF1T% 3rfq#0[ 

(19) Prjilqi'^cii 

( 20 ) kPR T 4tem arf44is 

( 21 ) srfa^ia 

( 22 ) f44;6H IJ l 344413 f^FT% 4lT4?T 3TRt^PT, fkTR ^ktSiR 4Tf44lSr, PE^FT% f«l'U u l, 7fKtl3, FFR, 3Rfk, HI4HH, 
M 3TTf^f 

( 23) 3TWH ^FTT^ % 3Tf44l3 
( 24 ) 4t T5T( 3i|qiHl 4t ijj)<rl 4<5HI 

( 25 ) 'HC44v 4 Wi 4 "91! 3i *4) f, n Ftt 3TTtJpfl 41 'g!7T *4 oMi 

(26 ) lira'll TlfFT, xiRl, 4k m^rqo. hi fa TT^n "3^4 3T7R 
(27) iFfsEl infa 4 4* "StlfTT 4 f'ERIH %%?. F4<4faO! 

128) M.-H'M faVrlT'JTfrM %k4£?T 

( 29) T JT: % 34k, Pl4 ^ t 

(30) f4f*FT fstRWW-l ^ ^|Ft p4I % TTF 

(31) H4l4<4k Hl4k<] % STfaFta 

( 32) mW'it %' 5 T'Tl 

( 33 ) 3F#fFT 3TWFT1 4k TjftR %f3PT PTWl % WT % 344473 

( 34 ) fqfHHh % fan 8 tKci41 wt rHi-ffal ‘4k % fais ^ruqk! wr % nrfn 

f> 

Djx ftt ; 

(1) 'dc^lq 4f, MT”! 4k TCfSFF 1 J7T 4t4 ki Hl'-llC^Tt' f4j37T f4RT sm^il I 
< 2 ) I441«ii^fli, ^fRpj skrkmFj fETckn 34*443 4* pi 1 

(3 ) fafclHI-W'l % l4k 3TR 3T^R T'TFT % 34*Fk3 ^SFF-Tf-FF Til I 

(4) tttwt, arefrn,•q ^qV-i •^ tzt anf?;?4t tot % miqWn hrV-Rm % arfk^rTil'JmEt 1 for f4>Gkf ftffBsqyf 
4i «hifoi=t■, tri % arfH^is sik ■sH«h<l 3ik % Ptiu. tt % 'srfk^is pi ■nnio 1 

1 5 ) wi4 pt^t % 41'4 4k is] 41^1 % 3n4n4 ' s f7T f444R“'^R-ktfk T T % firm. 1 j t m’ ^IAeio. "jtff*! *f>nt 

wtkfl 1 

(6) 4r 3n«n4f 4k/pr % au'jpf 4 stt! ptut 4 akkkf % f¥4RW % fat? "gkRTij ^ik 
^fetD 

( 7 ) F ^ if Kd'T % 'irraki P ^ Tf^r % sirkkf % WpiW % -fan ^i^rfERT (pkl kkfRikf pftir) T#-f4FT kkr 
PTTkf wttEfi ^ptt Dpi kn4 tr: kkR kfepr knfr 1 1 
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'RFT 1-73T 


■^rr^ "^f (’ntf^r^rf 3flr ) faffqqfnr % f^nr f^f^frfe 3^sfmt 



■^ T jT3R?ff Cnt%qi%^) %fqfqqW%%n *a viiqqf Rfrq, fen ^tttrtt i ft 

% fc*=Tfaf^ ftrf¥^ 3rtSJT3Tf qT f^Tjy ^TTQ^TT, 3*qfa; :- 

i. TTTCRtfr 

n ^pqr fiiHiil qt yfqq ^ fXwJT mRiu^ tj, i qft hh^iu ^r^Rftf i ^r qi qr^qpt % fw* 

vfo "vJMqft ftwr, snym ^ftr qqqtn qt sfrc ^tpt ^ qt ^vw^m £ i fr ^jqfv^ ^r frm 

^fHHf'TOtl Wfmf qi witn %qT qnRTTI 

i 2 ^ qret <JMi<;i % %t* qqfar#^qm^rf qt, ^tft ^ ^i«iw *t, ^kii^(h wrPm q^ q^rc 

t^i TymFTT 1sqq % tp^ft ^ ^ Tjqfqn fq^rf % qro Trniqqifl qpg R<q4 ij i Trrrf^prf qt 

qft ^ti iurrt i qt ^fti qqT wrrtq qqfqFT qt ^^tt qr% % IV^i ^qifnn 'JinR) i 

1 3 qT^ q % q 13 ^ &K1 3Cii<; % TT^F[ % fqvV^ ^fjT% % ‘^fqqpft «ucft 'JiUJ/R I qRJ % 

TRjqqt % '5'HqVi qft qt 'Jiirfl i? I iti^'sI % H*qR ^ q^ii qftv I Hr’-iq ^nql 4 i ^ ^4 3ftT"3^% h^ic^W faPTq IXfU 

tfTwnf, awh^T, &fc 

1.4 ^pq '3 chk;% ’Mrn<icf^l qf <jh^Vi WTT ^iv^if^Tq^i"fq7 ^Pif^n "^T"^t^3TTT2; I T^TT 

Wi +HHI-HCI ^ ^ ^I5< f^lT IU J 11 I 

1.5 ~^rn % 4X^ Hqi^<'Xq ^liu qT^<m^fH^iniu r^qr’3TTCTT$' 1 WT 

■^TT'^ff qfr fifna WTHiPid'O qft ^llCvil ^rni^n ^ii^mi fa^FTt ^lH^R! fetfl fq*h TTTO W^T <rmvii 

^Tt ^"1^ nr^Ki ^<g\<a °hV[i I 

1.6 f^'nl yr^qi ^TT i ^ f^titil niR^^ Mif^N ^1 m ^hh^iXI _a <<dt ^i^f) 1 7 T^ ~^i~^ 

% itTTT fqfvi^i ^TTqqpft qr?ft 'mnft ferft TJ^T ^T ^ ["H^ r Xj| %JMf ^TTJi WT ^TmT t TT^T ’SMwd* % f«B# 

HFT ^ '3ril^ ^ % Ptitfl fenq Wt ^ I 

2* TOT, ^^cfTRT3frr^^^|L|H 

2.1 ^fe^ i^f^qr % ^ wn arrr^w=b<T ^r f^e f^r wept i 

2.2 WTT % H^rqirL ^ 3rqh?r#q ^TPTTft ^Tf^qfrT % ^TT^ % f^TTJ ^ ^IU J Fl I 

2.3 v^h wii wfr % fm wr, Tifar afrr ri mqM ^ ^i i hWT ^ 

■jpf f^qr <ni^ 4 n, HiRidO ^i m, 4 il q 7 ^toti R+iqi w^tt i 

2.4 % ^nq fr^z q^T, -^qqtqf % qtq, wi fer f^rr ftrfq^r <j f^qr 

^iiw 4 11! ^IciMq iNt yrqiqq> "qr 3 4 i 1 qq'0q> ^qTq%f^rn ^jqqtqr^i ^iy 4 111 qr^r qql' 

^ qicXl qFjq?t fVqi ^ilvii i qi^ y^i '^ti fqqqqqftfrqfq %qnw qT^ qq^ qT^fqq^T?t ^nrq ^ TqqT 

P4i'flq q v nlq< w i % ^njqq frq^t % friv qjqq ■ranr ^niy v 11 

25 ^pJi^iqn rq^Xn, \'mr^ T^ftfqq bm, ^ lj ^iRri 4tr qjqq fqrc wt fmA qi #sftq % T^nt 
qq qrq fqrqr qr q% i 

3* ^HR( qlfo T qf ) 

3 1 yr-lcfi 4 i'l<rfl q^TPf^ qqrft Piqq ,J i “^fq^TU rt 4 il 3ttT % ^TTTO'^f fqiFf^ ^ qq-i %frH?ri 4 fl^ 

wnqt i qq TR7 fqrqq^fq ^r-fiq q^Xqqqflq q?: ^qR qiR fqpq ^tttt i?ft qr qq qq7 fqr q^5l^s h^Hi "^rtt qq qpj frrqq qqtqrq 
Tqq^q q ix qq qqr qqfHt qq ■’jqqr qfeftqf R T -qifqq fqrqr w^rtt i 

3 2 qr^n q#ff q ^rmX J ilPHq7 % ^frtX f fqm qq %fqnr wjqq qf^qr?qqr 3ftr 

q | nH qt cqq^-TT qr _ qiU 4 it i 
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33 M t fcpff % MR 'fr f>PRRT Rft H l lVfl RTl MfoR I "5 RRT«t afelfefl RRR RTR^ RR g^VI I dM<rl« T T^RT afa <TBRR 

a'-h"|‘I fRTRT WnrTT I 

3.4 RT^TRTR^TTR RTt RT^RTfe ^ ^ 3?R^HT#t 3 R^-RRlRR f*F$Rf RTt F?TT 3 RRfaf RR ^ RT%T7 rI# Rft RF 
RfRfTRR wt % I^TTT fRRR 3T7RT#' RT RT Rm RTl RPpfr % '3RR '’Ml TTRtFR T^TTR RT 3P^PT TT^R ^ RTTRrl 1 RRTRR 1 , 

"hrtt’, 'fwr^', iTTMri IJ ii4li~^I^ 

% RFT % RR ^ Ho'HJ* fe<il RTTRRT I 

3 5 fW ^ tjtr fe 7TTR7 feni 'Jilt'll RtT 3TfRHlHn: "qqifeu q.fei'Hi fRTRT Riy'll affr feu-ii 3T~ J -i RiM"| fe arfTTfTRF, fe+il 

RTFTt 'HI HU I '‘Hi I '3'iiV®TtR ^ fey. H | fn 4<1 R?t ’iJTnpft I 

3.6 T fti77Pff RTt 7RF$J a^T feRR RRt aTTRRt Ff FRi^BT fRRT RTTTpTF I 

3.7 iFR^pR rtwItt^ ‘ilfe’Hl RTt fe{fl PiRf^n aRRETt^ 1 rqsK'ifei'iu feni Riyu aftr shrI nqiRit «fe (felfe-nl IJ i 3Tfrfe<s 
B Rfafelfen fRRT Riyui I 

3.8 RfRRTR P-TRRR RF yfiNd f^ RIFTT! fa BRTTF Ti'-fU-l %7fapT fefeRf % 

Rtfl faffa RRITFTf RT fan Rifal RT far fw ^ arfRRi faf #t 3% BR ^ #1^8 faRT BmpTT % Wfl RFRFR fafafa 
BfaRTRtR fefdife fa STfTTlT faRT RT TFT t I aTfafafalfafa'fafanR^faBRRfaRRTRB' RTT 3TRTT' fa^FR’' yMRVffefll', ' *hcll\<ni' 
‘ RTRTPTR afa Rfafa RRT faFBi RR *t RTJRR 3^ Tftfr^f ^ R^faRT T=R RTR R?t RTRRt I 

4. feHMH(RlfeRl) 

4 1 TJTffe fa U^RHl % fan RFJ RRR fafaffa =+ 1 SIf?-4f R ttrt fwRT fat Ffa farBR^JRR RRTfcfa faFfa I TR ^RR 
fRRTTR RRFRT 3fn RRfRTR fRRRR (flNHH, RRRTT) ^RTRl =T7l ^IRTRT R^ RTRrI I 

4.2 fer^ R R , f R6I RR #T RR RRR ^RRfapu RRltR afrr frqt TffilR dMRl'l fRiRTRTItHTTf^RT^ -q ftRjH'H ^5% 

RR RvR ■faiRT RTRIRTI '5R% fTRW 3ftT dHRl'l HR RT^^a 3lR H(sH<R fRiRT RTURTTI 

5. RidU ^r<H 4il4jHRfr R7RT- 

TRRRt %R^rR ^TPRf R^ " 3kf«[Wf"%M^ RTRT RTTRRT ATT 'd^-flR 3RRi RTR f^RT RTTCRII T>Rt RRT3R R 

fRiRI WTRT Tjft 3TT|RfRRi RTR 5TR R^fr % RRTR ^ RRRvt R^CT RR RRR I 

6. TprPt (• 'f t frro t 3frr%Tj^r) 

6.1 7 itfrrRf 3^V^'%f^'^%'^lRRRRTIR%'3nRRR'lRMRRR^%f^fT^RTRRTRt^I^ 'Hm.'O IRTpifRfR^T 

iHi<;RITTRrft 3TRTR %l^ffenR ttr^ 741®!RflTR fRnrRM qf.| aiqil RfRiRTR RRi^R RiR^ 1 JRR5 , R?tRTTRRt I *4,53 ,J i naifJ 5TRf 

R7TR1 iflTTJRRRfl -t-Hlpri RR a'H'Hiu fRIRT 'Jlli'<il I 

6.2 Tpftjf °f> R7RRIRtfelRt RE RR, ^qife'i RT fest-.H ‘T feu [■‘i^fei R RR qqifetll riH3r'i ’5RT <H , i i Hfe'i feui 'Jiiyui I 

7 . ^P^R if^trafrrf^TRgT) 

7 1 'R^T RtfrRRt 3^R RR fRRRT % fiRTT «nifen RTTtR RR RRRlR feni RTRT i? RRT RF ' J ffRfTRR RRR % 'felR fFjR 3flT 

fu"'RH RRvfjfRRRRRR %RTRRTRRRTRTRT fly'll fRTRRvfRRRfRTRTR RRl 1 RR[’ ulfenl, RT RTt R^ 4«hfeu RfjFRT STR^R 

RRR R TR FHT fRRT RTRTT ^ I RtfeTRt RTT Rw-fef % RTT 'slR RR FRTRR R "^4 RRJRR Rit RRi RTR <rRS4s RTR R?t RTRRT I 

7 2 RfRT^ffer 'ilfeul RR RfR RHpTR % <anl RR RiR RRR % fe |J . fTRTTI fey RR •s'T'-RiH, RR ^Ri feui RTTJRl I RrT RRifRR 
feRt UR,id TRTR ^ RTt Rmpft RR RRTTRRT RrffRRf RT RR-^RIR R ^R^fT ‘llfe'Hl RR RRT feiRT RTTFT Ff I 

7 3 Hull'll R RlI h qiH fej'H RRRR7TRRR, RR?R R RR3, 'llfe'Hl RTR "Hiu.fen RtoT ^hhI RifRRt fe feu RR^RTRRS R7 ThhI^TR 
fe'HI 'Jliu.'ll I 

7 4 RqfeRT ^%f^TR fTfcq 4TT fer^d< R7l RTt RRtRT ^T%Z f^^R RT7 fefRdi, RTt ftRTR R #T RR RTjfRR RRR % fFTTT 

RilfeRi TR ^ ^PJR ^ RTR Rff RTRRt I 
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rtri-r 

^r^^CftTTtT, OTitfM, f*T9nJT3tT3jlH^^ )% fc-m r^P4RS;« m^TTtr 

fiuLiun ;—Mr* % %n rMrM MM rirMt % Mrt a^ft IMPiHhRTd rsMpM r) M rMMrt ^ RJT^ ^ ^ 1 ^ ^ 

t t^ rtrto srtfmMf rt, cftnMf, 3rrtW, fM^nM aft* TjRf) ^ fafaRfa % fau, r*jt- rMtrM Rfcr rrri Mfttwrt i 

^T % rMiRT RnfanSM 3TM«JTMt RT Mt fRRT RU J II, ~*Rhl : — 

1* R*M 3frr : 


i i rMrMMM^hr^rrt fw?R. IrIMtH Mr h^M*M f % faMnh %far* 

pf i W^ttwfr Mr rtMMrr MM few Mr MM % i# Mr rr rt jjrirtr rMtt i 

1.2 5^ ^ -^f^TT % TTT^TH ^ 3r^TT ‘??T r TT I ‘ ‘ "^FFTT^ %^T r ' MM/RT 44 RRT RRMt f * RT 

■i’-lMn R7% RRR TJRRTTR ^ny)I I 

1.3 MlfPlR 3RJRT <HicM<^t m MM ~3i4 ^TlM) cRlt #ft FTRT 1 iPt-|] ^Ml RFf M'll MtTFR CKF M f^TTT^T Ml*M 

fR M RR^ «f f* i°i Rt <W I RTfmT "SRMt fM ft fTO^ <*M RlRHI M RTR MM PiMsfrfHti fMRT "RT 7T% l 

1 A M"R y RHiq-1 yfRR % 3TRT M RTR MM fRR ^TTTtttt | 

1.5 cTRT, ’RP-TH), H [$ r -\ RlM MM RRt RT MM (M^ISI MM f^’MI RTFR f^FfM M ^HMIll M RTR MM FRR? PftU ^TT 
rM I ^RRT Rt f 5^115*1 T^ft M'll fR R RMfyi'v Mir j jMf Rl RT Mtl u l fH RT Mr R% I 

1 6 fM* '4 y hM R RFTf % far*Mt % RTR R^rM M RTM ^^TRT ’PfvMt RTRTft ^FT <5 h 4| j I 

WRTI R^T ^RtR M f^RTT ^TTTTTTTI 

1 7 RTRnt, R^ tJ lf ^T77t % f^TTT c^bj+jqy Uh| RMMt Mt R^rncil M RM ^IT^ft f^RF) 3 A RRTR RRJ, Atf MM 

7 WA "M? W\ tRM | 

1.8 ^PJ^T Tvfl^R f^RFTT MM MMt MMr MtRT FTRT MiHHR ^)T RRT fMn I 

2 . ’^^TRT : 

2 i 'W M)MM^iTmM iMf%^ M M) - ^ii^D MM <4 rM1 hiPi^’O M) wqM) i 

^Mpt % sRtFfa MwrMf Mt % iMn; t MM w 12 . 5 —arM M 1996 % ^ftr 100 

H i u^ / fHMlHl^ M arftr^- -^ff MtRr i 

22 wMt % wh MM fMrft5r?r M MMt i rrrr % wrm, M rrrr 

Mr ^rr ^rFt '^iM -bMMsfrM) rrMrt cMN^t M tnrrj y ^<1 % rrM Mt ^7 % fMrj rtrrtM q<dl woMt 1 y ,j nMl Mt f^Ml 

ttrftIMrt R73TT R7nR[ gfrfceni rrM % RRrMn Mt woMt % tM rtM Mt rrtM) ^n?t^T IMrt rrt 1 1 

3, r^Ptnfui cbi-\[ : 

3.1 fMfaRfwft a->\N* Mt MrM % Mrn ■M-tr^r MfeR i 

3.2 Mr) RFrcft MrtM MrfMrt, Mr yM ^’hi ^RfM ^ttM Mm M rf)M ^rnMft ^frif rtrff rtriM Mt wr 

wtMi 

3 3 rtr % t^Mft hr^rct ^m 4i j 1 rtt Hijho MM rMMtM "^ri rrrMt rr%' Mr^TR Mt Mrfhtt "Mt 

rfptr % Mttt rrM ^mrnt 1 Mtot MM rrr MMrtM fMMMe Mt ^mMfr MM ^rMr riPt^O ^trM i ^PiP^n % 

rtr MMrtiM rMtrpr-n^rM rrftrrirt" n^rM, rtr yf&m % ^trrr rt MfMM wrr 3<fa^ i 
MMh rtrrtM rtM wnMt 1 

3 4 rtrM^ ^ PM * 1 Mr M rtr, tor tMtt Mt rtr hrMm % rrrr M Pk^< rt) vjttM % 1 rr Mr rr rtrtr 25 fMrir 

A Ms M 3rfRR7 RFT FRTTI 

3.5 RR p MrT 3FTTF n^Ki RRT fRRTl RMT ^ FTR R 1T 5R7R Mt RfRRRTR riMM MM R T7 ^R T7 T Rft F7TTR RR3T Ry M 
Mr wMM 1 fMMt ~rrr: % Mr m rt r^frrt Mt rr 'Mrrtr rrr Mrrrr IMrt ■ruftt i 
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HFT i-R 


rimPt* (ttfta, w, ftr^nr, hittr, ret ^[Vni mi^i ^ t^rHHfuT^f^nj; 


ftllMUl :-'4m RTRTtf % %TT RftRRf Rfa % fatr 3f4 W^PITO ’rafipff RTt t RRfRE TR R^Jl ^ RRfRR TR 

WFFft % 'OPT 1 R Rt R^ TTTRTTRT R^aTTRf RTT RTRfRRT JiMIcf ^ W fafafaRT (R?tR, RTFR Ve, fRRR, #RR, RlEr, 'sfoi'T HI3.5{ afR 
TtRfr[TRRTR) % fafRqfnf % fapT, ROT aTIRT?P4> RRfRRf t# 7T RTPTR fRRTRTPRTI ^ 3T^WRf % >1 fflR-4<1 'PinR^R^ 

RTT OT apfERT fEvRT RfTTPTT, RRft[ : — 


rrr $r R r%r, rtr or rhP^w strip! rit fAfooH fRRT rtptt r, se^rr prt rttrt % rt^rr R rRtt I rt^j rrt rttrt, 


SEW 



R RRJ RET ^ RET 20 REj fEWlt %RT^RR R fwST El! Riu'fl Rh; RR' 


' I o^tfl 


Rr r st^re rtttor TiffPr i 

3. SETT #E ^ ^Epf, TfTR, »jcr afk SET qpf % RPljf Sit RRTRt SR R TST% % fftrr SSJETT fTpfES R°ll<rl1 RPft REtI I 

4. ETJER RRTRR TJTT EE>R f^PTT^R aftT RRTffeTP fEE rh pfE fRRR fRT STETP R^ f*FRt ETFTl EpT®?? RT T%PS ^ STREETS 
RijfRE TR%R W ETT E%ET I 


5. EfSTET SRTRE RT ERRS RRRTRRT RE EES^ RT SET RTjpf R>t rIetST Tf fPRRt RT -SER) RTT SERtR Hf l f%RT RTTTRTTI 

6. iRRR Wf TPJSTT STPT W, STT* Rt RtRT 'Rt 7TTRT RR R SRPt TTTT afft pftfETT W 3 %RT RTP7TTI TR% SEPT RT 
RTRTT RR R7T RRRTR fRRT RT R%RT I 

7 RR ot RTJSff RTT RRRtR f^TRT RTP TTR 3RRTT RRRFT R ^ TRRT RTTRTTI 

8. ' isfthR R RR RR 3flT Rpff RTt RPR RT fRq?T RTT RRRPT RTRT Rl^ ^t%JRRR RTRPlf ^RRT ftRR ^R RTR 'ftRT 

WTTTI 

9, swvii ^n p #T^ ^kSm % f^n? ^ 'mnft \ 


i-^ 

( UH ^t3TT^ ) I^ 

tt rcqur f: —-qf^RTt 3 ttt wm\ % f^nr P^ThhiTO ftrif ^ ^rf^r % 

1 ^ ^ tri ^7^ (THT^^ni J % f^rf^Rp 7 ! % ^-TT WTT WW l 1 

bT^^fT^ff % "xfdR'^ r^Hfrir^a WtT^ artfm'iff ^rr ^ f^rqr ^wm, :— 


i. vmv*j 

ifnri- i \ <r \ ^Pih 1 i j i 0 .h I ^ti^ f % fen wni^it ^pt ^gRrf^T^fti 

'^TR vftzf; TRW1 ^TTt ^iR^rdl 3MFR 3Tf^fT % I ^TTf W fterffr ^ ^T ■R^TTH ^?T WT^fTTT WlPfcT ^TTTFTt 1 

2 * -q?5R#T 

2 .1 to bRr t^tht Rn^Ft nl^iTf ^ftr ■fttt ^ "At H#rf % ^minn % w 17 ! #r^7 arot % Mt 

^f^qT^TT^r%i 

2.2 JfWH, N<+M 3 tU^R- I 3^1 ^qlft ^HZT^3TTT^PTT I RtTOR 

3TR Cl'MTpf f^TTOt CTtRt I f’+idH afrr TTRT frpR T!FT R fRWT TRlt I FRT RRf RRT oTT^R p3T^ TOM W] aTTRVR^rTT f"ldt 
f: ft7f[ fffTT R TtRR RTt vJlIURl f^FT^f ^TPFT ^ % RTTR R R=f W WRT RT I 

2^3 ftf^TTfri^ *,r4*l % ItRrr ^TCTOt % , RmpT TOTIT RRR % RFF PtW^ RtF HTO cft p l 

afrr THTOT R^-TT Rf^FT ^ fe^TT RURTTI 
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2,4 fatil-H-fc T rfiwf T r suit# prsi^ % “HH'Si ^f! rr " 
ffemlft PTS % fcp 44cn«*j <+)<ivi njiu^ | 


WT $ IT^T RR% 44 ^ fplR 


2.5 


*-i t KOt>r # 44’ Rp °fK"l % f^TT, <5 r 1 c t'l *JT ^4 M^R([a 44 1 J t T'Tf ft4R 44 <<fll 'jllM,' 1 II I 

2.6 Wikfa ’^Ft ftfphit# ST’TT^ft TP 2 ^ % PPR 44 fV>6P: P# Rf#T 

fV-qi vJlKVIl I 'llC*^l %" fy]ifi 3 TI^m 1 Pt ftFinl-iefclO ^ P^lRcl fell 'JIIU'll -33plT dHyW V7 44 3'1 a t>l 4111^!) | 


3. WtHUflil chilli’ : 

3.1 PF? RcP; P PP *fe<ipf P4 3HI<^ fep PTP t PT PR ffo Pf R Ipwi PJ WR p4 UTC# I 

3.2 1#4 hWi^i.O ## ppm sftr 3P# #3T^yir#inM4#iiiy,'Fl' ; 3itpp ■gffen^f tg 4pppm;#;#pf p 4 

l°tr^H P ft# <#'[) I 3P TTR*ft C1IMHM 3# 3R{{c1| # PT 44 ^Pl #"t I 

3.3 ftPpfePKl #1 3# PP-ft d?ff # #4 PUT # PPI ^ fftpTI #44 3# PPT f#=T PIP P?P P PTPR ( 0.06 # 
P 1.5 feffewk) ft PR# #1 I 


3.4 


■feu; RPfttftm 4 m j 4sfr #t i myRH ajfosmmi VI ifem pPmA# 4 m #1 


4. : 

4.1 faPW'-ltFlA # RIPP 1 *# =6lftiF PPIR# I PR# #f 

ft tb I Pi 4-1 4 -k«iH pt PIP ftvilP 4#) I 

4.2 fqliRh# 3# R7P $Nfft ^IMVft^iftrtWJPT RIHpft# ^’Wll'% T TF%^*TTq7t P&HPI Hftpl P p4^ PRTP R #4 I 
arf^HH'i'. y-n'i^H coil'll pt RPift ftp imp i 

4.3 ^iRpil’ pp rr^pi ftp# |q[-if£ r <; ajtii ftft ^ift pt <jh-m! j i fpp imp i 

5. PNxtMT: 

5.1 TJTT 3TT^ W^mf^FFlfl 'qfttTT ^ W^yicl! ^ -fen f^Rgil #44 I #pf % 3Tqfe# # 1TS116T4 J# ^3#r 

'TyT'lH f#|Tf JHI l =(til r fl “Reft 'Jilt'll I 

5.2 FTTtl^Ri f#f 1R3^F1 344>1 #ff#T # fH J lfilfl #TT I #TftW^1 ^ 31^1 f^RRFR^f#R=1 #jf ^^ fefl^ 

3'1^471 f I ^ 34fR#3 T9 I 

6 . 3HR*1 : 

6. i W#W#4 3yRF< # 3Pn# ^ #r i aftr kft w# #t#t #441 

6.2 3=K! f^RFT $ ^4^44 life, RR, iffe 17 ! ”FT R?i(%" 3# #RT Cl‘ll'1 ^f 4 3Hcn«*I c ti<l^ im^ft I 

6.3 mft 3H^=ti<l 3M^=M ^4 ^ ^11 f#n f'ti'HI imp sftT y IP^l T R1T e fT3Rfe M'f' c ll<^ s MRl 0 ti ^ O'l'FI ftRH t H w H4i< ,J l 

ffem imp i 

7. fefpfer : 

« 

7.1 sl^ f#RlfeRi h 11 ip 3H^j*iirc(1 RR-31 % ^if’Hci<j f/im I 6<61 <r4t Ar R <l 1T m°HK ^> i"l^ a til 

P 34 H 4 # p pt% % fciR 2 4 IVi?# % 5ki fmpr PtrHi imp I 

7.2 RT#P #Fn RIHlfl ^ 0.2 (.1 fWFT^ PPT -£ p?jp -^1 R f'fikeT # # R'llfefl 5RT P^RI’F^T 

FTF fep imp I -HHirsci ■sf! 3Hik.c 1I 3TTRPRP STpIR fpfp # imp! I 

7.3 ®(pt "ccy-c-taiq f^RI imp 3# ^iK'jil p 4 TRI % 4^ T )ic^ ^<“1 'if fel 3TTRFTI ^f R90imp I 

7.4 kJ j ipi' r: fcTR *iP r4i fr^ftTi p? R fpfrfp f#Tr imp i 

7.5 RfiFRT#TfRpji)' % ap# arm# r prp p it4i f=rft+fcT % Rim# 4-;ih«6 ni-4 pft i Mp^rfap 

R (TIP w4l#;TO1Hik Pt '5RT) P f#n PFTT ffe ^PT # R 1 ! y fclP life ^ 11 
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7.6 fatfa 1 !, faTirl d'll't 3?R fafai fa Rfa HTHlfa % [fal^I W Hfli crPuR % Rip [RRifan &R\ ^iffa aiytw HfaR % Rip fa 
^P •3Tr^TPTt fa ^nfal fa I 

8 . y^mft^rnJT: 


8.1 


'fllipFl :— 


(1) ffapfamrt far fa afrm far Hfan 

(2) ffafaft ■RT RlRriR mu trht W1 
(. 3) 3TR <ni^'i 1 
(4) fa Hfaurp % qVii arfatfan % fan if o i 


IfaRW 1 '! arffafafaffa RpfadfRH hRiRw j|H<fcifafa$mfa 


HPT 1 -^T 


dlfaiR ( fa<4i fafaffafa) % r^Pinf> j i % ffaTfafaTTf, 

fafa far HTH# fa ffafaR4 tz faEfTfa 


fRuqui :—farrp ppfaf %ffa Hftpfa sfRHPPfa %ffar Hfat (RRlHhH.lfa R^Rpff fa fatwfa fa fafaffat TP ar^J^t % HPT 1 fafafa 
HTHTP’T faajTfa HP fafap fapPT dfapfa % ( faRp fafafafa) fpHPT % fan, HHT HTHVHHI fafafaf fTf%YT, HTPPT ffalT WRIT I ^P 

if i Ht h ^npi [fan pttptt, hhR[, ; 


1 . H^H fal rur^l facfcfa— 

1.1 HPT 1 fa’ SRlffrg TO fa fafaRTHTHTT 11 ! HRTnfa' % fafaUHfl faTCHR fatffallfa’, fapT-fa«HH fafa Hlfatffal fatfaTJ5^H 
TT«TT fafapgd TTTHtW'TTTfaf fafatPT HPlfa % ffaffafa % fETP^rfiTPI HPP1 WH> TjfaHTR fafaHP fa <SHd«*T HTTT^ Wfaft ffafa 
ffaffaW % 3PH fafafafaf fa HTjqut fa faHP PIT fa? I 

1.2 fafafaf % PhhF , j i % fafa m hi nifa Hifafa^fapfaTR '5 T^ T T/Ph l^ri*1/s?HM'I fat faffai faf*Hi4 prt ffafarr 

nfappfa % TIT«I TPtW Hifa wifa ffafa Tit ffaPT fat fapTH HTH HTfafa ffaPT fafafa f I HT^ fafa fa^ fa Ifafafa Hfa fa ffa 

far fa hpj qffahr fa nfar faqr fa ht*t pht tfafai Hfafafa ht fa$ hh wit Hpfa wfa, wt faffa fa, nfa 
Trf^PTPPf % Rn« His^i/niHHiT fRRfRn f^Pir ^ippTl i 

i 3 tptppi fffRf R’ nrg wp tt, wi "jif, trtt Pb^tpt wfRpif hp RjhR Tfl'tw^ afR HP^f tpr frpei. 

t, 3 ' l4Hl f%HI WFTTI rRt^TPRI S&H R' RT^ R?1 TH: TRHlfpRT fRpri WTT t iff HPTETT ^31=^ '^P, <J|?T % % 'JP: hR’4161'1 

Tif fr4fRnHiT%%%p.ppnRl%RWFf $Nf' 3 nn'^ ptftt%i?Rrht^•M<j»t' ) isipi^, R^M' j if nitPniftra htt%%Rpp q-nfm Rt-.'^th 
y ,j i|pfl Rpft l 


1.4 qp-lMITj^^-fipTi 1H jppp^ ^RlHlf 'STPWTHTf ^TPPfl I fafarpT, fpfM'1 q^VlH, H’P^R afR%T %HPPT HPfTTf 3 ‘PhI'I 
% tRP f^TTl HP ^PP«TT Hft WRff I 

l.s far-iRR - p mm %Rw,^ rp-afl^ i ^ 3pppf % WiPTH rRT iwr T^-HPTtfepT, thRph, wReptRrptt aiR arpRRtPTFJff 
% RiRi q h % fan ’jki^' faif fa ffanTP fa writ i ffaifpp'j nfsTPi famr farefa fa faPpTR tfa faffafafaf % fan. fatffar 

RffapaTf % TPTPf cVH fa 3T n [ffa R faf wff I 

2 . ffaffWRTPTTR— 

^'[[[fa PH R fa wR Hfa ffaffapl fafar falH fafpfa fa TH TravP % fair ffafftr % PH H HPTT HTTRTT nfa HT fafalT 
■jfvFPHTfaRPT, fafaffafafapT, farfapn Hfafafa ffapfa* fa HPT T.fal f I apjfal'PH'R fafnfaRlfa PiftRfa* fa HP^faR HTfaHfa 
faf-ffa f-lfaq n ^ Trifal faT^falHPTfaffaTWfafaRaTPiy*lt6 Rfafaf fafaPTFlfafa fafaf facfaVH. RiPPtrll^JjVM, afR fafaffaTRfa?PT 
faR TTWT HpfafalT fait R I 


3. 3l|4 | pMHj / ^qR( —fafanfafaf, WTPR, fap TRPfafaT, fapjH faR faf H^STTHPTWT ^ ^TPfaf faffaHPRT ^faf HT ■nfa'P’l fa 
fafafafaRWRHPHHTTTfaHTfan, HHiR, PT^TTT far aT^Pfal ffan HTHTT, fa 3fal*4PPWfa' , IfaT, faHPT, WPjfa, Hfapfa HT "?f?RTT 
R prpfat W R*bfll ^ I 
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4. sA ftTT?7, 37771 3ftT .3T7f*Sjft— 

4.1 f^TfolT =17T 77377% fqfHHh, W77T1 , ^TTITT 7K7^TTf7T 3HW 7^74 fe'T II ^ , TTfa T7177K 74-%T 37T7r 

tt *1 3tt%77 %=tt 37 % arnjrf^T %%ttt #r ttttI ttt^ ^ aTfre-ro % %tt =rf%7T%i ttT =577 ttttt tt *t% i 

4.2 %-T fTf'T*! ^^HqfS'Hl % pT^ -i'-K^tn, ^TjT 3471=1 (Ti-hi 'Jiidl % sflT 7fq ^Iffl uti 'itHiq % ^*-k 3chi<J 7?T -Hi‘-Pi <—ii fed^r^T 
TfWi"! i f%*fl fa%f%3 toi % 37 «m tt! =n7r£ ttttt 7d%7 t % 77*77 %T f%*ft faftiv 7 * 77 % tt *rf%7 w.t> ttI *mH? 

TtHI "=777777 Fl *1% T T11 


4.3 '»TOT? % 7%7%T7W%Tif ":%T TTTT^ % *7Tf 74 =777 TfTTTfTTT 3% '-717) fa 4 1%7T TmTTTI =474^ % srfV^f^Bf 74 =77^ 
( =T%7 fTOPffif 74 ) f4H frT ftafl 71% TT %»% 7%T1 : — 

(77) 77% 4HIH J J1, 7t77%7, g^FTTfaqlt, 3TWf 3?TI%' aftj *r7T77% % anftref Tit F3% % %% TPfi^ 3%77%77l 77 
*7TfTinfll, 

(tt) ttt 3Tp»He+iHt+> ttt arrfinni^f. 

(7) fw^tTPi, ^%ft£ttt, Tt3t747, tTsItt^itt, f%3f%r, 77%fan%3fan, jjfef%=i 

stffr 713^ % sun t %t *rfH7fa 7ft wdt % nm 7fa*7% i 
(7) nfam Tmi "ft *rs-77% tt wf%7 fam i-iNdth 7ft aq=j7f*7fft % fan. fatsm i 

4.4 37*T7T 7ft fal*1% VF?Pt?I %%7 fam =4737 % fafafan, IWraR 0 !, ^rf^m TT 714=1 77% % 7777 aftm % F, *17% TF 

ap^fSFI % fan *7lfa7 TTKTT 343=44=1 f^FTT 71% % fan, falfarT yfftTIU #ft I 37 Trfib'‘-113ff % 347T%1 fftHfafaM 7f %7l » %% ^1 Tq 

f1°h 7T -flhci 771 M'fl : 

(.^) -i'H'-*f.< 7^1 -HhiI^ aftl '^r^q^T 1 ! % ft-lH ■.itK'Tiql 

(.^3) any'W ^q'wjJcii 77 HfF7 'iRJTtiri 'fltl 7^1^ TiFt^vRl 3i -qI; 

(7J TT^ 7ft 5TR 3RfW7 777 3Tg77, TRPfar Tfsm aTK aT^KPT 74 77% % fr^TT 77*77 

% TFI Til 'Jil-sH arh; 3^ 1 J7: 3ff5^ % 1^77, JTTTfjTTf aflr ■HiMift 77 fTTT 77 !; 

(.7) ^ffr M57H 77 TTRT 7T 3777 aifTeTm; 

(.7?) ttttt wTii 77 <jq4)q ^ ^ ■'iijT’q ^ 7k<^; 
f^f) 377t7 A 3177 -i^f mT? % ffT^ 37777 77 f#a77; 

(7J) 37 HlfTTTR 17771 77 ^7177 777T 77 7^,7137 % 77 717 377 3M^T T^t 777^ 77=1 % 7^7 77T 777^ 77 37*77 77 
77: 7T7 i % #7 =5qrfm ift 77711 I 

4.5 37=77 Til, 77^77 'flk TftTT TTTrft 71 7^777 % 37^ 7T7 TTT^ Til 117^ % f7f7 37T7lff 77 aftT w fTTTT "77711 

4.6 7T*t aqfTTT *Tf777 7777747. T7l 37*7777 7fT7l 3#77 7T77 TT T^Tcfl $ #7 fil 77 TfqTv^rl 77T7T 7I=1V J -IT 7 

177 7tI % 7t7 3TT77f*777 77 A 777 7T 77 jii4 A *7Tf7rT 71771^7 7T y fn"jcl 77T7 TFT ‘H-sni ?71 77ifn 57 f T 7171=77' =^177 

71777 777 77377 % %TT 3T^t 717 TTt ^ TFT 7777 TffTTT77=777 1T77TTT, 3T^jf?T7 77 7 777 t[T7 T71 7171 f. sfa 7TTT aT71 % 7T7 
37=77 771 7T77 afl= *7^ T7TTT 3773777 f. I 

5. 

5.1 TR77f777 3TfTf777iari % f=7= 7fS771#T fTTTTTI % 377=f7 f^Hfrif^cl FT =T77^ f : — 

(77) TfrfTTTI77*R771 aqfMfjpTI77 =J7FlTT; 

(3f) 3Tf=rfT771 TT) Tjof 77T73, =='737: T pl7: 1 7T IrfTTTf 77T Tt 1=7; 

(7) STfTfipTT’rfTTTH; 

(T ) tFhtiK'^ 77 %=TT77T r T; 

(75\) 3T717 tHT vRtrl TT ^JITT; 

(T) TrfTTTT % =^7 fm ttt 3i 7 =t *rr (frrft t =7 =77T) frfrf^g TPlMmf tkt tN I 

5.2 7*7717 71777137 77 fH7 TfTTTTTtT fTTTT 77 3RT=t7 fT=Tf7rf=37 Fl 777=1 : — 

(77) 77173 TT, 


in Gl /2001 — c 
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(n) Tffesm ee 
(E) EftiETTT (IIHEH, 

(e) ten ee ■j=rnr°T, 

(^■) JlMl ftt ET ET Wl, 

(E) WET % 3TTETTT EE ffeNEE, 

(E) ETET/fer EE q'-irq, 

C?) ft te EEfaftm, 

( E ) Eftfll % art I 

6. TrTTT 3TTEJH fttrTfaSRET— 

6 1 Eft 3TTEFT ftr ■H'iRui ajfttu EitE gfe ffeft 3FE feTSET EE W Eiftt 3% ^ EtjEl Eit ETft, E*ft ft TTEET, faPftsT 
EEftfT E7T ETft, EElft Eit yfW 71*41 EWEt ftt ftftET'ft’ EE, TE ft ftETT feu TTTT EF 7jfftfelE EE% % ftfe 3EE"t'l fftET ETTEET fft 
HTETE ERIE ftfT 3fftfa % -SEE EEEET TE ^E ftET EET ftTTETEEi, #jft. ftfeitft, fEWTE ft ft*E Eft t ftt ftftE Eft EETfcftt ET 
TT7TT EE EFT fft EE ft EETfftT Eift f I 

6 2 ftftft etete siteteT’ ee, te ft fefer ft, ^e- ETtam et fE: tit eE TEfft afe eeee arjEfer fftET tttett et Tftr 
^T^jrw fftET tttett afe EEft ftfe fafEEfr et EftwEr ftEmff ft" eeeTe ee ftET % ffer feTm Eft ww EEfet ft arftEEFETE 

EE WEt aft; EEEE fEEET fETET TTTTET ffelft Ifenr ft aHtJMT'+TT 11 

6.3 3TPUTEEE qilft ftt y ,J i it'll ’H'SHyyR.qP'l ft T1^7.1 tlcq) ftTq<>4j Wki H^^r 7 ! STRm «t>\*[1 ftfa >tft SHqPl ft fq6>li fttEfejE 
TEE 'tipH p4HP [ftq ftl4*4 EW EE KIT ET T^EE ftt TEETT % I 

6 4 TFT TfftE ftftq tft tM, fe Effft ft EF ftfttT fftETTT F EFT EtET afTERt" aft ftET>if EE EE ftft fyEE ER% ft %tr TTE #7 

fEfT^rr TimEn ife ^ wti armffer tetIt % %e tew f i 

6 5 ffl'lMl ET TFT ^7'H Ti^tpt E7 ■sTie Til ii*t 'STffeT [4i < ti TTTT 3TT7 fi•*-Hfcif<3in fef PNtT ^tRlR^tti TTWft Tt TiP tid fel 

^WET 

(E7) Eft f«(T h r^e t eft 3tk TPFF, 

(7i) ftffeiW Tgnfe 7 tot, feu wn, afnrffe etet t. ; 

(T) ftrffelf 17 ! ftt TTTTtT^r sfe Tmfft Tv) TTff75, Eft ftftfftrft; 

(E) 3TTEF1 % WE % fan? fel (ftET E'lf-UiTE fe^fEEE^), 

( TT) ETR fe ETTE, Eft ftrftft^ fe gfe TftT-lHInl EiT ETE 3fe EEt, Eft <iHE*E Ft I 

TFT II 

fefa 3ttr EETTTfeT 3TEOT7 

1. TTSJ fEf&frFTf— 1 ETTjJ ftffiftET’ % 3TEft E7FE, fttEE, ftftTE, Eftl, 4W, feft, afpi'l hi«-s< afe ETlp TEEtTE % ftTR 

lEEET E TIE ETE ETft fef fe art It")" %, Tt fe cii'^Ft, ftrfEETE % ftfE ffeuftlfftE TE7ER Eit ffeRlft^T Eit Tftt %, TEtT ■ — 

(1) ftrfETE afe ftSREfeF (T^EEftrfeftT) 

( 2 ) T^i?> 5 EiTftt (ETE, fef ET fq^R 5 PI EE Eit TT*) ETTt) 

(3) PEEHET (fETTSET TlftRT) 

(4 ) feTR ftlEEET 

(5) EftEFT fEH ET TE^ET ftrEEi 

(6) PjMci TfeR PEe ET n<f.E fEET 

(7) EE ETE EiT EEt ETTT EE’TER (^TE ETfftTT) 

( 3 ) TIT ET ^TJE ETt E7E Em 3E7EF ( f^EE HRI ETftTE) 


fel—TET 3 eTtP' 431ME ET ftpr Tfe E*1 e)E 7 afe 'JpJEEt fel ft fm 10 EEHlcR % ^EflE ^E fet ftREftTT Eit TTEt 11 



<1 'JlM ^ 


[W II—73PR 7(i)] 

2 . MTddtff ^c< ftftffaqf—q^R?ff/3ri?rit^Rt M4ftr4f t^tr, ufo-raim, fern Rt ^it rf] n 

% fafRTP 7 ! % P’R f’7RfFrf737T aH«IH RTf fFTWfTTT Rt 'Jllfll f - , ‘37*4^ : — 

(U f^^'iOT^(' f ?#l^I) 

(2) 44i<is Ode'll (mi'-h, ’RfR fatja RTlRlRt ^K«^il) 

{ 3 ) *fTTFT faRt^E (fq^t 5KT RT^R ) 

(4) 'bHII'S fWRT fa-W (fasj<T '5RT Rlfw) 

(5) j'VjtW fWRRR -i ' W,{ ( f^p RTT RTfrR) 

(6 ) R v 4 FTfsnfr^/TKfsnfFITT <h infi "H< ,j i 

(7) fwR Tt«fr %°t HifH'i h#i, 

( ) TFT ^TT^FT 7 TT TFtFlT^TT 
(9; RR7T: TTfiRT, fTftePF wi I 

$r—^r 3Tf»j wH % f^TiT TKfp7 sfWtr -4r arftnt ftfr % fRn io stWrt sp =jrto ffo ^fr f*roitar Rt wt 11 

3. RfRR—THTR FMMH % fa" MlffRl % FW f^THFT 37T RR M*R #7 ^Ffr 73®f 4 f*r*TTf^T?T ftRT R71 % lit 

w wr if— 


l W.) ftrfWT, PtiHVM RtT ‘5Tf T T 73T5, 

<73; <+Sf?R 73TE, 

(n ) 7%f>pq tstt, (ret r 'rfrtftm r, f^t/f wr* rttR j 


( ft ) faM'-H 75T5, (RR Mt STtfem R ) 

3 1 RTR7T TSTf if R 5F^R RR 3 4.^'R itfRR RR My- 




f-H'^lkvi ^T ^m\ % : — 


(W.) WT -Ef^FTR, 

(1 ) f&tzftzt 3TR fTRTR, 

( 2 ) WET fWRR, 

(3) rtr ftrwTT/WWfr fwrwrfrs f wri, 

(4) C’k-flMI-’-lHM fTTRRT) 

( 5 ) «IHf*ife!hMl fiTfw T TT _c r RT^ «pf '4ft RF W ’ll*! ? ( RfRHRR £TRt TT T73T ) I TFfJT ^ 7 ^ 
( 6 ) MIWH<* #1 
< 73) 'HhIsi 73T— 

(, 1 ) H'll 54 WR, Tr^/^/^rtjrjHt 

( 2 ) W 3TTT T^Tf % RE17R % fw irfcfiz 

(3) ^17 ^ERETR- 

( 4 ) ^17 iwf (wi rpj lit) 

{ s) Mtri Tjfre/TTR 

(6 ; fwi T77f!Ri ^ 

( 7 ) 3Tfwn#7 VtTRT WWTTR W, FR, RRTTfRPTRR, 4.dlRI W.R7 Tf^’T^n 'flf iRJ'-j R ITtSRI "'R I 


( H ) RTRpJTR 3Tt7 fi(: iTT^RTrry BqqMJT (RET MR7W R 1 



EOF A. 
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3.2 T5T5 *J?T 31P fTT P ’5^T TTPll 3fP 7HT PTTl^ I U%JR % fap PT?fpT ^ 

PraftPr 3 w wtt sfp ^ ^fjp ^ vm% ^ fP;-7Pn pppft P ^tt?tt i 
(P) ’^%f% r FT3T5— 

(1) Hfa'I TWt^T 

(2) ftPTP PP83P PP (^SKJH M IJ lltfl ) 

(3) niflljft’H PP: fP:3ni(afH 1J l TXVWW ("SIFT WXfTt) I 

5[Pr—BrPptf'PT 'ntfspft % R'm srfPPJN'T % IVm, *iid q‘i41e< afp srjtpft Ply q'tyl^ %T^jjnnr pit 

fppnfpTPitPnPtt I 

(P) Rf<? 1 mi os— 

(1) (fa#FT3rppFTfaKPPp%f^ pt^, %PTPrcjP'P T KPpitTp) 

( 2 ) fa^4 P Pp (~^fa) 

(3) 'TT%f?FT Pp 'I 151 di^Ttt 

(4) pEPtPP y'JIKrfl (PppF ^ H'J? W, TrfFPJ 

(5) qioi^.'jd'i afpfpi^Hisiw'i ' v H e t^*TT 

(6) 'HKFlldP 

3.3 IPcrlH'i 33T£Pit r -J5l*j'W p'lipi 'Jini.'ii IpyH fPc'ii'H'ti ciry-’i % hR ,j ii*4^■^'h Hia5< pp ^‘IPPit p?l % ftri'j, 

3H^*K1 'f^T:'^r c PT SPPTeft Wft PPft I 

3pT—Tf?T srffcjedNH % %T^ [pH'-H 73TS PpT P'IhPt Pp 3TfWt ftp* % pTTJ T^T PpPto % ^HfTR ^RlfPW pft 

fP'+ilPTl pftpmfti I 

sfPifaPf % PpRhRtH % %P fPPP, PpPPP *p3TT=t, hzfo: P Ml 5-1, fa#FT 3?P PfapT % "'JP^ ijpT 3tP 3MW 
PWP WPPTTnPT^fopPPTfppiPPnPPTt ITpftPf^iaffpltpwP'fpPp'^P^^PPPdtflPfad yRlw\t|U|^^Pr 
% fPrn "PFTPTPt *H<fl ’stuFft i 

JlP * 3 ^ Ppp -^rfift | i)^!(H, taf^fep 3?P PftpT W P Pit "Wit 1 

3.5 • , j i g ^ ft ( xpraipfe ) atp ^i^ /tP&pPlp Pt fa pi pm fafiMi'Ji qmi^Rw atp ^ if tor iwi 

4 4I4S<—PTP^T pv fpfpPpT % fpir fPpfPPpp PPTPP pp fqppppr Pit Pnpt 1?, Pfpf^ : — 


W5T—W5T’ 


( 2 ) fP^RT (f*rapSRr^#pr) 

(3) Pttst 

( 4 ) % 3M^tKl 3HI4-,K%-qr^ 3fp 

(5) (fP^I SRI *I#RI) 

( 6 ) HKfllFH I 

TtTft Pfem ^ T?TT P PpPP PpT^T MidSi % ^jscI TFT T.''i SRTppTTT ff, 3M'-J'W pT:^l44 3H<n i '* ; f =n<i4 'Pm,*H I PFNiP 

n TTpFEfT % q'Kll 3'H , '-j e Kl MI«Ti "b<|U ^1J J 1 I 

^PT—3ppT^'%f?^TrjTpT pTOpTf ’ER^TTrn^ I ^TFT ^(Plfq«h FHp-H*)l u l ^"^T% 3TTPR PT Pf^7 

■^TTP T "JPT SPTT^R % fcnj, 3ifnp'T'n ^PP7I ‘PnpTT I 

5. 4iEqd—rqf4^n%f^^^^p7^f?T5r^i5q^TEFT^t ^lU'D Pi 34^ afpTFTT W^F 

WFW P ^ | ^3tT fwpfel EFI HPt pT^TpTpOT 3W -tit Pto% t, 3T«Fpi; : — 

(1) f-MrtH'l 3fp A3fe‘! (fe^n ^ ^ ^rf?R[) 

( 2) 5445411 (arftrRFRT: PT , HT T >TP?fPf) 

(3) pi|TO (^TFI 'PPXPt) 
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' sfa ft: ^HIsVk ,j i °M a K Ji TT (3Tf%T*TFTff'. ' 


3: Sfisiw-'i M u IK^fl) 


(5) ^RdttrUB 


( 6 ) fa^ST^ 


(7) ^ifafVFT-SRRR 

’ftf*#R aftr <a ,J sl % tVlM. '3 t TF4t 3, H77T 3fft " l ft>ftr r r fjft «*HH< 'Jll^'l I flfsii < ll a ff c E'fll 

Pin*) hR^o '-ll'ja<% <3-5(1 T[TT +i'j| sH-ticflcHn ■s'D^ki ft:*lHi y |J loil ^3 ° t i o i*®JTRfl' I ftPiHf' J i 3^T RF 5 ! qmi^Rrn 

^f Ml jiiu'ii | '9ifi3ft;3ii4n pRii I 

fofafcn 3fk%-^HRH^H33r>T%f^ aran-wi ^ grftrom % fail, H-4ta ^*WW afft 335 ^ oft % ■fare 
R T Wte % RlMilR^I ■^JIKftt' I 


t, 3T«rf^: 


6 . TT^-MR^AII—^f^TF^T-qf^ 


( 1 ) tfan^Tift 


(2) ftRft 

(3) 

(4) RN^faF, 'ptf^5TT3^^rr-q#T 

( 5 ) sfrraftftrcr %y4w«i%%n<N> 

( 6 ) fTZ TIRT ^ sfaFT 

(7) T3FR few'B>H*t>RI^pf)7TPT 3T«TCT 3T»T^^EI <!HW 

(8) RfsPRISlf % %Ti ^Ff ^3 ^sf (#%') 

srfRwH % #3 ^i*te % ■=!j : 7?m fot Rft qlt 1 1 3 ftraff 3frre ftftET q f feqf *sr 

faft*W Rti^i >41(11 i? - , cTl’H ^*1*0 <n % ^pi lift % sftr ^3 ^w~*n ^nvO 1 

7 . 3iTmui<nR<eh RiWRimi— 3*fa«jrc»fara> ftftfip?f% fRPW' j i % fan?, 0,+) ™h ^>^11 m, j fl fa^R ij^r 

ftI ■34I^-33FR^H, 3TT^ MlVM aft? WTt Wfal % fan? WQ RPI(?l*if % 3pjfftf T^sff *f faPwfui % fan? ftHfaRafl 

8 MMR ftFplfa? ^JTRfr t, 3T«ft? :— 

CD fH-tif^ra r 4^rg^(arfqnn?!: ftft;ft#ftt) 

(2) 3TWJT ^*FT T^T % % Cm^T. % RTfa^T SRT 7 T c f f^ T n3|) 

(3) 7^'1^'H 'RTM % fnRw'l afhc “H ,J SK ,J I ftl‘4HC I 

(4) chlMISS ftcTRTSTm^fefim 


(5) ^RTTf 3?R fthRM'l '8HW (34«{w|tlirM4 'RT WMiPlHfl R#T) 

( 6 ) RTO ^T (TTR!:’lz%PT'^T) 

C 7 ) ^Jdl^ 333T aR ^3IFf ^it <JM , (r 0 h< 

( 8 ) ^■diRici ^1501 T r?fH 

( 9 ) rt?#’ yiai'l 

Cio) *rcfH 

(ll) RKn;^ 7 ^TRT tiki, ’^fl^'Ti fric^il ^)Sd (arfVHHd: =tii<R.'4 3j^T A*-?Ih Pti<r>i<) 
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( 12 ) 3PT TO 3MW (•apfaTOTfcrci RT W3#’) 

(13) (3Tf%IRPRT; ) 

( 14 ) afafoarafaOT*rorc*n (sTfamro: qraig^fm sfofa: ihis^p'i 3rroit) 

(is) ter wit twit 

Sfa-TJcT 3#R3m % fm, wWfeT 3?R 3FJipft fN % f?F( % '^Wl Sfa *ffl ftmftTT ^ Wlft 11 

ftfW'M "Sftr 'Ha'-’i IH'jRici sRi^lt "*4 qioi Ruhi I mR; R<fl qinHiw ^ iTOlW 1 ^ PiWRimI WftfTHf u i fwff 'Hini 

^ 3l1 Will Rll, 'Jitil '3TTW 7 Ffi’ ¥), f%:'Rlsifl fwiT 'Jilt'll I 


s. aftr RMlFsaafl'ji — (i) ^pkr 


' 3HW Rh'+iiR.^I '4Ttfl 


t, 3Terfl(:— 

(1) [hI^kRi 3TRRTirn3iwi 

( 2 ) hIR^s' 1 ! “snpfwc 


(3) 'HRd'RH yRKI'li 

arfawn % Rtr t5rIr wWtei % ^tcr ^ ^ ftnrftR wf w?ft 11 
(ii) kmI-sm ski PtWi R?)%rd^T Wf s^u ST^rf^TRlfl % RET e <a u s nfT 11 Rit 

rr 3 " % strH w aq-erarnt rwrr wi i ^mpit i 

9 . c-hI aqYr qi$%H i— $ 4 frH-i sftr rt^tt ^ fafEEh' % fwT RnRiPofl wr Eft Ph^iRhi Eft wftt t, 

arqffl, :— 


(1) ftWnRTO 

( 2 ) afrlR % him % Rim, EETE 3 ; mRsn TOTEE 

(3) #F13W 


'SlfR c cilM3 ftl fPlU RiKl ^T ^KHK I^E Eft fa-wfal °tft 'Rial ^ I 

10, sfr'qfipif 3ftr TTRTCHf 'W«E T T—IhImR-kmI sftl ■ftEfftTEi <ikimmT Eft 'JE: 

dM^-EH Eft Eft Rl({) "t 1 , 34*1^1 : — 


( 1 ) 413-51 f^13'J5E> 

( 2 ) ETE5T PH l -hd< (frgfl "SRI MlRfd) 

( 3 ) "toRt Eft EREfftRft ifltr ji'-rm sheet: % hth 

(4) 


(5) TO *HMEiT (31*4/km El fan M?|H) 

( 6 ) faip mfiTi H?ftH 

^-T^3TfR%3|44%Rro%fRT e4hUi%t?jm?R iftERft r^'FlRvi EftETRftt ift/ftf R’RfEI ^T^ITTf pJTFr^' MI3-5< 

% ^sft ^TI TO ^TOT^RT ■?, WJTO f3:4TFl TOTT# 'RIM.'H I 


11 . 3#rRftWfrTRt - 

) 



^ 4 BTT^ITT PiWRimI % (fileD +ii^i ^ M J 11 U ^H 7 7t T7 T 

&R/VWR if ftvTF ^TT h4iMI 7 : — 


11,1 % ^TT^t if 3-IT^tH fiWf^^l — 

( 1 ) ^ 3H J i TOR r tfti. -iff f | 

( 2 ) 3TT*TFT THTT 7 ! ^RrfTT qi^, aftT <Hq< u lf ^ ^3TPTT 1 1 

( 3 ) PiftRi ^H r <i / hT [Wn ’3^ % I 

(4 ) fW^FT, %fqTT ^fk ^ftfoFT 3F?Ft?T W$&& ^ ^TRT kk TTOt ^fkT WUft TT^/^TT afk 

%fFT 3Tk RRtcT WTT 11 


(5) 

( 6 ) WTT^ ^ 



[ "HFT IT—W 7 ^ 1 (i)3 


W °fiT TRRR ■ 3RFTORT 
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(7) 

( 8 ) %faFT efa 

3RT Rl%T fafaR &3ff % %TT PlHfoRafl 3HW Rlt ftpPlfiSfT RTlft t, 33^ ;— 

(W>) RR TTRRR — 

( I P T)-3u4H 15^.5 'll Cl d'-lRH 5^4 
UP 3JT?RR (HR ftRlH-H % RTR e hlC1 t )) 5>W 
( 3 P 99)44391(4) Pi4Bid RR »l' J SK"i 
( 4 ) 3i-tnu| -qT*r 

( 5 ) RR R) 394)9 RTl4 4f RT% % f*R ^)R Rt Rfl?%‘ I 

(23) 3TIRR 3ftT 49191 m* $tR,— 

(i) trrtRrt ^44) 'H^3=ti/ , 9i5'ci/4)cici ijrt^ (4i*i4 «npj, -dti, 3n^i Rd ■'^te r 4 i 

( 2 ) RIRTfRU RRRT «jRTi tRfpT 

(3 ) 493*4)’, RT^RR, 41c1c4) 3^ 4 9 94)' % f^R 9 IJ 5K U I dMW 
( 4 ) T$m, 4*h+i (4tFtM^T) 

( 5 ) «JR f#4) ■‘RSTRI 

(6) 4>R<%I Rt ^ (RJR) 

(R) 4P-^H 3mt «fa,— 

(1) 4)^n 3di<l -sfti hr«f49 44 k 49 *41 d % ■£<+> rrt 3rr stirtr 

( 2 ) TJWfaRtRR- 

( 3 ) =mP iCJi ^sftr 4*3"i f^idi<l ^okLPUidlPndid P-Odei)" R%1T fRilRtTR TRfSfR 

(4) 3RTTR RR 

(5) *4-1c4r RRR ^5t fR RJR 

(R) RTR, %fRT sfa 4)fd9 41 r,— 

UP c^Pnn c'^K'jjdl q4> 4^)H % 3Ym'hl w^ifaci (*ii$d) «i)cid HR), *flf(i1 , l ofli Jhf4*l ♦nrl)*i 

(.2P 74.44)79 rs)rrt) 3^rjr 

(T) PWIRRT 4)R,— 

(1 P 3l1lT cl 1 419 RFR r°l+4s+)-H°ti (39pHHl-lci: Pi4$tiH ,J i % 3 ))t WRip RT914) Rit di9*1 ( -sciK'l % fpR sfKrfl 

hIpci )44;t>9 u i RRRT % (cm, RRJZT Pi99 u i % RTR) 

(2) R^RT^ f44{t)H*fc (srfqrRR: f^; Rtf) 

( 3 P RRTR ftRTR Rft OT*n? 

(R) =MR 1 U — 

( 1 ) 9'J-snRi 4>Me 

UP R3T f 3R Rffew) (RftRp)t%P 

(35; RTSJR f4f)^RI 4)R,“- 

( 1 ) RH^R 'PrffSRT 5911591 (3Tf4*n-in: 9)'*I9<. 4c^i ^i) ch? ^f) sfk 3r4)3R ^ 3Rrf^RT 'H-y > =rci J(4ci 3^h; 4iR ,J l) 
(2 P 7^9^-H Rp) 3fk 
(R) ^%f^R%R,— 

(1) 4m -SfilfeR R#T (3TftRRlT: -(RRirdciP 

( 2 P p)9d d'ii-1 r)) 5911 ^ (arftiHNCi: 9>4(*k ^di Ri) 94? r)1) 
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(31 

(4 ) fafa fafa fa fa T'FWT 

5tR—r5ld 'STFfiTT % ^t+VH WI^ 'HI 1 % fm J , *^ci fafa^TRR % ffa( i**h fa h^i^h c ( , l*n<n far far % ffa( fa 

fafa % ttDSI ■3fT|- fTlM'.iriyi "Sffl wrft^ I -fa RrRT%fafaf%'fa^fal'y|qR fawfaRRIR R'ffaiT: faafafafa 

% fan fa u/+ fa M-^Uri faffa % ^-iqM fa fa ffafafa fa Rial % I "^R fat fa ir-R RTW °'3'i-WT % RTR ■ST^^lfa ^f 
fafafar Ifan vhiumi i 

11.2 ^iITti'h fa STTRlfa fa l rfa-ffarT-faTT fafaffafa SKI fafan RKIfai-Vtiffa. % STTRTRt fa’ 'fat RTRT fa fafalT 

ffafafatfaffarfaRfafar^fa^p^^'^EfaRPTfafa (Rfafaffami wfafaRrfafffa) ^fat-ffaT-fafa Rfafa rt afa TRfafar 

RfaT ' fafafa , rfafa -RR- faffa RfatR RKT ifrHffaA. RR fa ff fa^fa fonKiRafl fat (Rfa ) faffafafaffaRTRTRfaRT, 

3E-fa: — 

(1 ) 

( 2 ) RfajSFT Plftftl fa 

( 3 ) 3TTRTR fafafal-RR-ffafifa far faffa fa 
(4) ffafaFFR fa 
( 51 %R 

(61 RrejRffafaR fa 

(7) fafaffa fai 

tw fa% ffaffar faf % fan RHfafcra b'Prr fa ffafafar fa ^rfa f, srerfa : — 

(Rv) WTR3R4R fa,— 

(1) fa-afaHl^-b -J1<V| fa 

(21 3TTRRT 5*hl^ (7TTR tfaffafa % TTTR R5| RRiRR ) 

(3 ) Rfafaffafat ffaffal rH ‘H lj -sil lj i cfa 

(4) IfRERiRR 

( 5 ) RfaFrafa fat fa "srr fa "sfa % fan faRfaR fafa fa far Hifa I 

(73 ) fanfa fa— 

( 1 ) fafajTTR fafa fa , H | JfeK ,J l far 
( 2) 1 T ct T 

(3) 4hH 

(R) 3n*1H HUVfa-RvR-fTfan -qrrj faffaR fa 

(]) hfaR P g ffajt-ffaT-Tjfa R?fa (fafa ffa?-T3 fafRRK RRT Rifat far fagR % RTR Pfafa RRT RTRR 
% -qrWTR fa irfa^R smiB R7RTR RnfaRT fa? fat ft, RR7 ft fafH fa fat fafafa) 

( 2 ) faHf fa faffa -RR- ffafa faF % TTT' L RR fa fawrfa fa R$faf % ffa T!RRWI I 

(R) fqfaM T i fa-TfRIlftfe^RFR PfaftHR, ( fafaiDI % ffa^ aRtfaf fa wfa/-3flK' ; l %ffafat faf fafal ffafa' J l 
R?pnr % tfa fa!p7 Ifafal % RTR) 

(^T) fa-R'J-SK'JI TTlfa % RTR Rfal fa^T R nfafa far 

(Rj RTfifT tfaiRnT fa RT^R ffaOT -jcffa (RRfRR f RRffa RFfaR fas fa faffa far fa fatR ■mkp'JI %RW) 



I 4FT I|— T^-m^ 3(i)] 


WT R7T Wfl : smMm 
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I T5 ) WkkT ifr— 

I I) ft'fflq T kkP4 kg ('SRTR k^g-gT 4l rlfci' l (k ij =t-/gtt r«t)+-H ) 

(P.J %r tt#T ( arffeRFRI: TW|fk?l ) 

(.3 ) Wg wik ^ ^sfrri (.igftmpm; 4Wg7: kw fkw kt j 

(4) MR kiPS'l 34IMR 

SfR—% OTtiii'l R -kir-i «« RUi 'H's) TflgTR 3 TtRtR f-iMRik % Ik 1 ? fjrg STftpTjRFi kt tR 

mw '4'IhVj kkaRkkf kg %kfrgRto%kggR Wwgft 1 1ft ekff kt t^r w wrwkt %Tgg wiri 
R fkgrfknr f^RTT ^irtht i 

few 1 —•3Rfjhf! R' gf% 3rqwRT % -flRTfa Mw RkfM Wlf kk kfafaRf % fafk=T wff % ff^ 3TT«(pff kk 
Wnff grt W ggR % ffTti 'flRfkfi H^lHd, 3H^t-/< kk 'iR-hR gR tfkSIT gkf 11 'fPfsIlH'-H MTfggkt gR MIMA gfgglkg gft 

^mnkt gn 7-5Rr=r R' 773ft TnrfHfr, wmr ark gfkkf gR arqggg w 74 tt^-it ggfgr ift R mrR gg kmifggiR wr 

TTRIT I 


r^4U| 2—FT R‘ gfRg BkfigTR 'iRJSm RTfagkt % faRggfgggT: gr 7jMM<'J| % 3TWI#T ggrRf TJmfl t gfk 

FTgRMT WR fg>M4Hl' l lgTTTl kfaglRf Rk3g%fg7gRgR WlR' Wf % gggRt, faiRt fkfk v, wk gR gftfkrfgRt' 

R TtR M'-RgrTT W gT gftgttH gRgT gTgWTT f I 


P-iuini 3 —ft argrjRt R' g^ro kkrfaRf % gfim wit' % fw k artfkn T^g jprfkwTR % %g; wmr kk Rg fa? 
ttr f, 1 wtr gfofwr Rrft apq kkrfkkf % gR -rr t^t agrrkT, 'kw 3=rk wn, 3rkf«tkr kk, 731 # kktfkr % Vtjrt, Rffw 
THl-iOw, RT s'ijIji l +i|<4, fkfwkR Rfew %fWRT) 7TF5T, 'gf^RT, f7f:1kk?PTW'^ ^fk'JT: tii^I ®ll<^ •schTC 

t. ki -574 -gRTjktk ^kl4i^ Tfiff 1 1 RTftmft^FT ^rrqftpff %kk wt ^ftai'RT^nrKi f^fnHi'Ji*biO «fs>*naif 

wf^ wwiwk^RTt'Rkiiwi, ^Kia i -if , -gfkkt’, ^r, w 3tk TRiV-wt w sr^r skrwkf ^ R4lm4i ri aw«ft 
R7 *A\i R jtpr cfRR iik WTHfcn ^ft 'hb f"ik vi ^irR h RTfR sii c (i' i H s f) ■s m 1 -ci<. ,j 14fR sikk^tt stWfkkf kk ig°i j if ^ f®iPi*it' j i 

RiT -ST^TTm <s , Hi'n'(, ,J ?f ^T r^q'tiiklRiF'FRTT I 3tt 1 Tfk'^it, Putt'm '5nkl l! t)iO '5RI ftf^*ii ,J i 

fw Tsrm rtt 347 ^^ 17 ^* 69 %-34fgim ( 5 ) %^4=i%tk^#RfkWT3^3ifcilkw wfTTTTn^raTTTi 


rc^u, 4 —iiibO <i h'- im %3gT7iknT r-iKHiiT % iViu, sik '^I’tiR^b ■sh , hI < i % Im'q, 3Tr7ifk?i kiftftprt % Rm, s^kt '*kt, 
Rcrkf % w -^tr k k twi % fkrr k w^ftt wrnft irk kt k Rrfkftrkf % t3^ft kt wt k kt 1 

k'^ U| 5 —C^O 3i^goq k^kkr wniit (rtt'4r 17 rt7it) kk «rst ttrit % ^uikkt % fkv, kkif^kr w*nft % Rnw, 
kkr, mu kk kt kkn 1 


cRn wf^fkmTrtkwn^kH^^TiwkwqRiTTWT, Tjagrkkkra^kktRRkOTT^ k tkHifknfkRiT 

wmi 1 fw tjrg sfkwm % fw ■srrt: w, kkr kk ™ % ^ah kR atk ar^kft kar % kn? ?ptRi: kkr, w 

kk wki wfkT; % ttjtrtr ^ fwrfkr wft k 1 m iswr k ttri: imRair kk kfkRR tmr-r# 74 k Tk^Fr #t 

MTl kf 3TF47W 7=n=T5Tr tjittt 1 

(ttj Mfw kMpA'4 1 k^44/ (kkPkkifkTTi,) 7jrkkt^T [4 l CT ^T aifflfkw kai# ti fkkfkfk7gkfeRnkf%%n 
"-i'i'3/+n w k fk'mfkTT fkwr ^it h^h i 

ftum 6~3kpftrtnftkf kkw fkfkRknkf *rt yk kk fkwr w^kf, kkrkf, TTsnkkf kk m 

tNrrt ti'iH tfi witf kt Jiiik k kk 'wkt tjmrt arjairTR '5rrf"4 ,! +iKi “kt kt ^inkt Mifk^ 1 

[TX k. TIMPT 11014/5/2000-kklMlTRT TJ 1 ^ kuW ] 
g| ^Kll, Tgfk^T 

RR :—7^ kFTO 7TT.-apr.fg. TWURTI 28-10/45 HMC 1), kkW 2 V12-1945 ?TO WT^RT fklTTR k kk Wf 

-kkm w krw 1 - 12-2000 % Tn.Rn.kr. wn 984(^/ar) % w wtRR fk^r w <4 ti 1 - 5-1979 WR^nkktkFT kkiR Rk 
'Rim wrrfr fwr, 1945 tw irk kkm wwTwm (tw^ ferw) % kffqfk -qk wm ■HiHiil arfkkiw, 1940 
(kT.Tf.kt.iTM.TrR.-ftl) 4W 7TOB k SRikke f | 
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MINISTRY OF HEALTH AND FAMILY WELFARE 
(Department of Health) 

NOTIFICATION 

New Delhi, the 4th January, 2001 

G. S. R. 8(E). —The following draft of certain rules further to amend the Drugs and 
Cosmetics Rules, 1945, which the Central Government, after consultation with the Drugs 
Technical Advisory Board, propose to make, in exercise of the powers conferred by sections 
12 and 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), is hereby published as re¬ 
quired by the said sections for the information pf all persons likely to be affected thereby; and 
notice is hereby given that the said draft rules shall be taken into consideration after the 
expiry of forty five days from the date on which the copies of the Gazette of India in which 
the notification is published, are made available to the public; 

Objections or suggestions may be addressed to the Secretary, Ministry of Health and 
Family Welfare, Government of India, Nirman Bhavan, New Delhi-110011. 

Any objections or suggestions which may be received from any person with respect 
to the said rules within the expiry period specified above shall be taken into consideration by 
the Central Government. 


DRAFT RULES 

1.(1) These rules may be called the Drugs and Cosmetics (Amendment) Rules, 2000. 

(2) They shall come into force on the date of their final publication in the Official 
Gazette. 

(3) Notwithstanding contained anything in sub-rule (2), these rules shall not apply 
to the manufacturers, who are having licence for manufacture of drugs, for a 
period of two years from the date of such commencement. 

2 In the Drugs and Cosmetics Rules, 1945, for Schedule M, the following 
Schedule shall be substituted, namely •— 

“SCHEDULE M 
(See rule 71, 74, 76, and 78) 

GOOD MANUFACTURING PRACTICES AND REQUIREMENTS OF PREMISES, 

PLANT AND EQUIPMENT FOR PHARMACEUTICAL PRODUCTS 

Note : To achieve the objectives listed below, each licensee shall evolve appropriate 
methodology, systems and procedures which shall be documented and maintained 
for / ispection and reference; and the manufacturing premises shall be used-exclu¬ 
sive ly for production of drugs and no other manufacturing activity shall be under¬ 
taken therein. 
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PART - [ 

(Good Manufacturing Practices for Premises and Mate/ials) 
1 GENERAL REQUIREMENTS - 


. ... V' Lo f atlon and surroundings.- The.factory building(s) for manufacture of drugs 
shall be located, preferably in an industrial area and shall be so situated and shall have such 
measures as to avoid risk of contamination from external environment including open 
sewage, drain, public lavatory or any factory which produces disagreeable or obnoxious 
odour, fumes, excessive soot, dust, smoke, chemical or biological emissions. 

1.2. Buildings and premises.- The building(s) used for the factory shall be such as 
esigned constructed, adapted and maintained to suit the manufacturing operations so as 
o permit production of drugs under hygienic conditions. They shall conform to the 
conditions laid down in the Factories Act, 1940 (63 of 1948). The premises used for 
manufacturing, processing, warehousing, packaging, labeling and testing purposes shall be.- 

(i) compatible with other diucj manufacturing operations that may bo 
carried out in the some or adjacent area / section ; 

(ii) adequately provided with working space to allow orderly and logical 
placement of equipment, materials and movement o^ersonnel lo . 

(a) avoid risk of mix-up between different categories of clings or 
with raw materials, intermediates and in-process material, 

(b) avoid the possibilities of contamination and cross- contamination 
by providing suitable mechanism, 

(iii) designed/constructed/maintained to pievent entry of insects, posts 
birds, vermins and rodents. Interior surface (walls, floors and ceilings) 
shall be smooth ana free from cracks, and permit easy cleaning, 
painting and disinfection, 

(iv) air conditioned, where prescribed for the operations and dosage form*- 
under production. The production and dispensing areas shall bo won 
lighted, effectively ventilated, with air control facilities and may have 
proper Air Handling Units (wherever applicable) to maintain defined 
classes of conditions including temperature and, wherever necessaiy, 
humidity. These conditions shall be appropriate to the category of 
drugs and nature of the operation. These shall also be suitable to the 
comforts of the personnel working with protective clothing, products 
handled, operations undertaken within them in relation to the external 
environment. Those areas shall be regularly validated to ensme 
compliance with required specifications, 


(v) provided with drainage system, preferably underground, which shall be 



44 


THE GAZETTE OF INDIA EXTRAORDINARY 




of adequate size and so designed as lo prevent back-flow and /or to 
prevent insects / rodents entering the premises Open channels shall 
be avoided in manufacturing areas but if inevitable, these shall be 
shallow to facilitate cleaning and disinfection 
(vi) The walls and floors of the areas where manufacture of drugs is carried 
out shall be free from cracks and open joints to avoid accumulation of 
dust These shall be smooth, washable, coved and shall permit easy 
and effective cleaning and disinfection The interior surfaces shall not 
shed particles A periodical record of cleaning and painting of the 
premises shall be maintained 

1.3. Water system - There shall be a validated system for treatment of water drawn 
from own or any other source to render it potable in accordance with standards specified by 
the Bureau of Indian Standards or Local Municipality, as the case may be, so as to 
produce Purified Water conforming lo Pharmacopoeial specification It shall be free from 
pathogenic micro-organisms Purified Water so produced shall only be used for all the 
operations except washing and cleaning operations where potable water may be used 
Water shall be stored in tanks, which do not adversely affect quality of water and ensure 
freedom from microbiological growth The tank shall be cleaned periodically and records 
maintained by the licensee in this behalf 

1.4. Disposal of waste — 

(i) The disposal of sewage and effluents (solid liquid 'and gas) from the 
manufactory shall bo in confomvty with the requirements of Environment 
Pollution Control Board 

(n) All bio-medical waste shall be destroyed as per the provisions of the Bio 
Medical Waste (Management and Handling) Rules, 1996 

(in) Additional precautions shall be taken for the storage and disposal of rejected 
drugs Records shall be maintained for all disposal of waste 

(iv) Provisions shall be made for the proper and safe storage of waste 

materials awaiting disposal Hazardous, toxic substances and flammable 
materials shall be stored in a suitably designed and segregated enclosed 
areas in conformity with Conti al and State Legislation 

2. Warehousing Area — 

2 1 Adequate areas shall be designed to allow sufficient and orderly warehousing of 
various categories of materials and products like starting and packaging materials, 
intermediates, bulk and finished products, products in quarantine, released, rejected! 
returned or recalled, machine and equipment parts spare items 

2.2 Warehousing areas shall be designed or adapted to ensure good storage 
conditions. They shall be clean, dry and maintained within acceptable temperature limits 
Where special x^r^ge conditions are required (e g temperature, humidity), these shall be 
provided, monitbred and recorded Storage areas shall have appropriate house-keeping and 
rodent, pests and vermin control procedures and records maintained 
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2.3. Receiving and dispatch bays shall protect materials and products from adverse 
weather conditions. Receiving areas shall be closed and shall be designed and equipped to 
allow containers of incoming materials to be cleaned before transfer to warehousing aiea 
Receiving and dispatch bays shall be provided with exhaust fans to prevent back flow of air 
into the production area. 

2.4. Where quarantine status is ensured by warehousing in separate earmarked 
areas in the same warehouse or store, these areas shall be clearly demarcated. Any system 
replacing the physical quarantine, shall give equivalent assurance of status. Access to these 
areas shall be restricted to authorised peisons . 

2.5. There shall be a separate sampling area in the warehousing area for starting 
materials. If sampling is performed in any area, it shall be conducted in such a way as to 
prevent contamination, cross-contamination and mix-up. 

2.6. Segregation shall be provided for the storage of rejected, recalled or leturned 
materials or products, Such areas, materials or products shall be suitably marked and 
secured, Access to these areas and /or materials shall be restricted. 

2.7. Highly hazardous, poisonous and explosive materials such as, narcotics, 
psychotropic drugs and substances presenting potential risks of abuse, fire or explosion 
shall be stored in safe and secure areas. Adequate fire protection measures shall be 
provided in conformity with rules of the civic authority concerned. 

2.8. Printed packaging materials shall be stored In safe separate and secure areas, 

2.9. Separate dispensing areas for p (Beta) Lactum Antibiotics and/or Hormonal or 
any such special categories of products shall be provided with proper supply of filtered air 
and suitable measures for dust coritrol.to avoid- contamination, Such areas shall be under 
d iffe re n ti at pressure. 

2.10.Sampling and dispensing of sterile materials shall be conducted under aseptic 
conditions conforming to Class 100, which can also be performed iflFdedicated area within 
the manufacturing facility. 

2.11. Regular checks shall be made to ensure steps against spillage, breakage and 
leakage of containers. 

2.12. Rodfent treatments (pest control) should be done regularly and at least once in 

a year and record maintained. In particular, adequate steps shall be taken to prevent 
contamination of productin materials by rodent-urine, leading to Leptospirosis. 

2.13. The licensees shall take steps to follow Good Warehousing Practices and 
Guidelines. 

3. Produdr(yn area — 

3.1. The production area shall be designed to allow the production in uni-flow and 
with logical sequence. 
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3.2. In order to avoid the risk of cross-contamination, separate dedicated and self- 
contained facilities shall be made available for the production of sensitizing pharmaceutical 
product like penicillin or biological preparations with live micro-organisms. Separate 
dedicated facilities shall be provided for the manufacture of cross-contamination causing and 
potent products. 

3.3. Working and in-process warehousing space shall be adequate to permit orderly 
and logical positioning of equipment and materials and movement of personnel so as to 
avoid cross-contamination and to minimize the risk of omission or wrong application of any 
of the manufacturing and control measures. 

3.4. Pipe-work, electrical fittings, ventilation openings and similar service lines shall 
be designed, fixed and constructed to avoid creation of recesses Service lines shall 
preferably be identified by colours and flow-direction shall be marked. 

4. Ancillary areas i— 

4.1. Rest and refreshment rooms shall be separate from other areas. These areas 
shall not lead directly to Jthe manufacturing and storage areas. 

4.2. Facilities for changing, storing clothes and for washing and toilet purposes 
shall be easily accessible and adequate for the number of users. Toilets, separate for 
males and females, shall not be directly connected with production or storage areas. There 
shall be written instructions for cleaning and disinfection for such areas. 

4.3. Maintenance workshops shall be separate and away from production areas. 

Whenever spares, changed parts and tools are stored in the production area, these shall be 
kept in dedicated rooms or lockers, Tools and spare parts for use in sterile areas shall be 
disinfected before these are carried.inside in the production a'reasr - -- 

4.4. Areas housing animals shall bo isolated from other areas. The other 
requirements regarc^ animal houses shall be those as prescribed in rule 150-C(3) of the 
Drugs and Cosmetics~Kules, 1945 which shall be adopted for production puiposes. 


5. Quality Control area — 

5.1. Quality Control Laboratories shall be independent of the production areas. 
Separate areas shall be provided each for physico-chemical, biological, microbiological 
or radioisotope analysis. Separate instrument room with adequate area shall be 
provided for sensitrye and sophisticated instruments employed for analysis. 

5.2. Quality Control Laboratories shall be designed appropriately for the operations 
to be carried out jn.them. Adequate space shall be provided to avoid mix-ups and cross¬ 
contamination. Efficient and suitable storage space shall be provided for test samples, 
retained sampl^s^reference standards, reagents and records. 
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5.3. The design of the laboratory shall take into account the suitability of construction 
materials and ventilation. Separate air handling units and other requirements shall be 
provided for biological, microbiological and radioisotope testing areas. The laboratory shall 
be provided with regular supply of water of appropriate quality for cleaning and testing 
purposes. 


6. Personnel — 

6.1. The manufacture shall be conducted under the active direction and personal 
supervision of competent technical staff with prescribed qualifications and practical 
experience in the relevant dosage form and/or active pharmaceutical products. 

6.2. The Head of the Quality Control Laboratory shall be independent of the 
manufacturing unit. The testing shall be conducted under the active direction and personal 
supervision of competent technical staff who shall be whole time employees of the licensee, 

6.3. Personnel for Quality Assurance and Quality Control operations shall be suitably 
qualified and experienced. 

6.4. Written duties of technical and Quality Control personnels shall be laid and 
followed strictly. 

6.5. Each technical person shall be suitably trained to perform the assigned 
responsibilities. They shall be subjected to regular In-service training. 

6.6. Number of personnels employed shall be adequate and in direct proportion to 
the workload. 

6.7. The licensee shall ensure in accordance with a written instruction that all 
personnels in production area or into Quality Control Laboratories shall receive training 
appropriate to the duties and responsibility assigned to them. 

7. Health, clothing and sanitation of workers — 

7.1. The personnels handling Beta - Lactum antibiotics shall be tested for Penicillin 
sensitivity before employment and those handling sex hormones, cytotoxic substances and 
other potent drugs shall be periodically examined for adverse effects. These personnels 
should be rotated out of the sections at suitable intervals. 

7.2. All persons prior to employment, shall undergo medical examinations including 
eye examination and shall be free from Tuberculosis , skin and other communicable and 
contagious diseases. Thereafter, they should be medically examined periodically, at least 
once in a year. Records shall be maintained thereof. The licensee shall provide the 
services of a qualified physician for assessing the health status of personnel involved in 
different activities. 
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7.3. All persons, prior to and during employment, shall be trained in the practices of 
personal hygiene. A high level of personal hygiene shall be observed by all those engaged 
in the manufacturing processes. Instructions to this effect shall be displayed'in change- 
rooms and other strategic locations. 

7.4. No person showing at any time an apparent illness or open lesions which may 
adversely affect the quality of products, shall be allowed to handle starting materials, 
packaging materials, in-process materials, and drug products until his condition is no longer 
Judged to be a risk. 

7.5. All employees shall be instructed to report about their illness or abnormal health 
condition to their Immediate supervisor so that appropriate action can be taken. 

7.6. Direct contact shall be avoided between the unprotected hands of personnel 
and raw materials, intermediate or finished unpacked product. 

7.7. All personnel shall wear clean body coverings (single-suit) appropriate to their 
duties. Before entry to manufacturing area, there shall be change-rooms separate for each 
sex with adequate facilities for personal cleanliness such as washbasin with running water, 
disposable towels, hand-dryers, soaps, disinfectants etc. The change rooms shall be 
provided with cabinets for the storage of personal belongings of the personnel. 

7.8. Smoking, eating, drinking, chewing or keeping plants, food, drink and personal 

medicines shall not be permitted in production, laboratory, storage and_o_that areas where 
they might adversely influence the product quality. - 

8. Manufacturing Operations and Controls — 

8.1. All manufacturing operations and controls shall be carried out under the 
supervision of competent technical staff approved by the Licensing Authority. Each critical 
step in the process relating to the selection, weighing and measuring of raw material addition 
during various stages shall be performed by trained personnel under the direct personal 
supervision of approved technical staff. 

The contents of all vessels and containers used in the manufacture and storage 
during various manufacturing stages shall be conspicuously labelled with the name of the 
product, batch no., batch size and stage of manufacture, Each label should be initialed and 
dated by the approved technical staff. 

Products not prepared under asceptlve conditions are required to be free from 
pathogens like Salmonella, Escherichia coli, Pyocyanea etc. 

8.2. Precautions against mix-up and cross-contamination — 

8.2.1. The licensee shall prevent mix-up and cross-contamination of drug material 
and drug product (from environmental dust) by proper air-handling system, pressure 
differential, segregation, status labelling and cleaning. Proper records and Standard 
Operating Procedures thereof shall be maintained. 
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8.2.2. The licensee shall ensure processing of sensitive drugs like Beta - Lactum 
antibiotics, sex hormones and cytotoxic substances in segregated area or isolating 
production areas within the building with independent air-handling unit and proper pressure 
differentials. The effective segregation of these areas shall be demonstrated with adequate 
records of maintenance and services. 

8.2.3. To prevent mix-ups during production stages, material under-process shall be 
conspicuously labelled to demonstrate their status. All equipments used for production shall 
be labelled with their current status. 

8.2.4. Packaging lines shall be independent and adequately segregated.. It shall be 
ensured that all the left-over of previous packaging operations, including labels, cartons and 
caps, are cleared before closing hour. 

8.2.5. Before packaging operations are begun, steps shall be taken to ensure that 
the work area, packaging lines, printing machines, and other equipment are clean and free 
from any products, materials and contaminations. The line clearance shall be performed 
according to an appropriate checklist and recorded. 

8.2.6. The correct details of any printing (for example of batch numbers or expiry 
dates) done separately or in the course of the packaging shall be checked and recorded. 
Attention shall be paid to manual printing T which shall be re-checked at regular intervals. All 
printing and over-printing shall be authorised in writing. 

8.2.7. The manufacturing environment shall be maintained at the degree required of 
temperature, humidity and cleanliness. 

8.2.8. Authorized persons shall ensure change-over into specific uniforms before 
undertaking any manufacturing operations including packaging. 

8.2.9. There shall be segregated enclosed areas, secured for recalled or rejected 
material and for such material which are to be re-processed or recovered. 

9. Sanitation in the manufacturing premises — 

9.1. Dedicated and self-contained facilities shall be provided for the production of 
particular pharmaceuticals products. 

9.2. The manufacturing premises shall be cleaned and maintained in an orderly 
manner, so that it is free from accumulated waste, dust, debris and other similar 
material. A validated cleaning protocol shall be maintained. 

9.3. The manufacturing areas shall not be used for storage of materials, except for 
material being processed. It shall not be used as a general thoroughfare. 

9.4. A routine sanitation programme shall be drawn up and observed, which shall be 
properly recorded and which shall indicate — 
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(a) specific areas to be cleaned and cleaning intervals; 

(b) cleaning procedure to be followed, including equipment and materials lo 
be used for cleaning; and 

(c) personnel assigned to and responsible for cleaning operation. 

9.5. The adequacy of the woiking and in-process storage space shall peimit the 
orderly and logical positioning of equipment and materials so as to minimise the risk of 
confusion between different pharmaceutical products or their components to avoid cross¬ 
contamination, and to minimise the risk of omission or wrong application of any of the 
manufacturing or control steps. 

9.6. Production areas shall be well lit, particularly where visual on-line controls are 
carried out. 

9.7. Records of compliance in respect of sanitation shall be maintained for 
inspection. 


10. Raw materials 

10.1. The' licensee shall keep an inventory of all raw-materials to be used at any 
stage of manufacture of drugs and maintain records a§ per Schedule U. 

10.2. All incoming materials and finished products shall be quarantined immediately 
after receipt or plocessing. All materials and products shall be stored under appropriate 
conditions and in an orderly fashion to permit batch segregation and stock rotation by a 'first- 
in’ ’first-out’ principle. All incoming materials shall be checked to ensure that the 
consignment corresponds to the ordei placed. 

10.3. Starting mateiials shall be purchased from authentic sources under valid 
purchase vouchers. Whenever possible, law materials should be purchased directly from the 
producers and suppliers. 

10.4. Authorised staff appointed by licensee in this behalf which may include 
personnel from the quality control department, shall examine each consignment on receipt 
and shall check each container for integrity of package and seal, Damaged and underweight 
containers shall be identified, recorded and segregated. 

10.5. If a single delivery of a material is made up of different batches, each batch 
shall be considered as a separate batch for sampling, testing and release. 

10.6. Raw materials in the storage area shall be appropriately labeled. Labels shall 
be clearly marked with the following information ; 

(а) designated name of the product and the internal code reference, where 
applicable, and analytical reference number; 

(б) manufacturer’s name, address and batch number; 

(c) the status of the contents (e.g. quarantine, under test, released, 
approved, rejected); 

(d) the manufacturing datei expiry date and re-test date 
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10.7. There shall be adequate separate partitioned areas for matciials "undei test' 
"approved', and rejected "with arrangements and equipment to allow dry, clean and ordeily 
placement of stored materials and products, whenever necessary, under controlled 
temperature and hutnidity. 

10.8. Containers from which samples have been diawn shall be identified 

10.9. Only materials whicn nave been released by the Quality Control Department 
and which are within their shelf-life shall be used. In lieu of testing by the manufactuier, a 
certificate of analysis may be accepted from the validated supplier, provided the 
manufacturer establishes the reliability of the supplier's analysis through appropriate 
validation of the supplier’s test results. 

10.10. It sljall be ensured that all containers of raw materials.ate placed on the 
raised plat-forms or in steel racks. 


11. Equipment- 

11.1. Equipments shall be located, designed, constructed, adapted, and maintained 
to suit the operations to be carried out. The layout and design of equipment shall aim to 
minimize the risk of errors and permit effective cleaning and maintenance in order to avoid 
cross-contamination, build-up of dust or dirt, and, in general, any adverse effect on the 
quality of products. Each equipment shall he provided with a log book wherever necessary 

11.2. Balances and other measuring equipments of an appropriate range, accuracy 
and precision shall be available in the raw-material stores, production and in-piocess conliol 
operations and these shall be calibrated and checked on a scheduled basis in accordance 
with Standard Operating Procedures'and records maintained. 

11.3. The parts of the production equipment that come into contact with the pioduct 
shall not be reactive, additive, or adsoiplive to an extent that would affect the quality of the 
product. All contact parts shall be made of stainless steel (3IG grade) 

11.4. To avoid accidental contamination, wheie ever possible, non-toxic/edible 
grade lubricants shall be used and the equipment shall be maintained in a way that 
lubricants do not contaminate the product being pioduced. 

11.5. Defective equipments shall bo removed from production and Quality Conliol 
areas or appropriately labelled. 

12. Documentation and records.- Documentation is an essential part of the Quality 
assurance system and, as such, shall be related to all aspects of Good Manufacturing 
Practices (GMP). Its aim is to define the specifications for all materials, method of 
manufacture and control, to ensure that all personnel concerned with manufacture 
know the informations necessary to decide whether or not to release a batch of a dmg 
for sale and to provide an audit trail that shall permit investigation of the history of any 
suspected defective batch. 





52_THE GAZETTE OF INDIA : EXTRAORDINARY_ (Part II— Sec. 3(i)l 

12.1. Documents designed, prepared, reviewed and controlled, wherever applicable, 
shall comply with these rules. 

12.2. Documents shall be approved, signed and dated by appropriate and authorized 
persons. 

12.3. Documents shall specify Iho title, nature and purpose They shall be laid out in 
an orderly fashion and be easy to check Repioduced documents shall be clear and legible 
Documents shall be regularly reviewed and kept up to date. Any alteration made in the entry 
of a document shall be signed and dated. 

12.4. The records shall be made or completed at the time of each operation in such 
a way that all significant activities concerning the manufacture of pharmaceutical products 
are traceable. Records and associated Standard Operating Procedures (SOP)shall be 
retained for at least,one year after the expiry date of the finished product. 

12.5. Data may be recorded by electronic data processing systems or other reliable 
means, but Mastet Formulae and detailed operating procedures relating to the system in use 
shall be available in a hard copy and the accuracy of the records shall be checked. 
Wherever documentatipp is handled by electronic data processing methods, authorized 
persons shall enter or modify data In the computer. There shall be a record of changes and 
deletions. Access shall be restricted by 'passwords' or other means and the result of entry of 
critical data shall be independently checked. Batch records electronically stored shall be 
protected by a suitable back-up. Duiing the period of retention, all relevant data shall be 
readily available. 


13. Labels and other Printed Materials.- Labels are absolutely necessaiy for identification 
of the drugs and their use. The printing should be done in bright colours and in a legible 
manner. The label shall carry all the prescribed details about the product 

13.1. All containers and equipments shall bear appropriate labels. Different colour 
coded labels shall be used to indicate the status of a product (for example: under test, 
approved, passed, rejected). 

13.2. To avoid chance mix-up of printed and packaging materials, product leaflets, 
relating to different products, should bo stoied separately. 

13.3. Prior to release, all labels for containers, cartons and boxes and all circulars, 
inserts and leaflets shall be examined by tire Quality Control Department of the licensee. 

13.4. Prior to packaging and labelling of a given batch of a drug, it shall be ensured 
by the licensee that samples are drawn from the bulk and . duly tested, approved and 
released by the quality control personnel. 

13.5. Records of receipt of all labelling and packaging materials shall be maintained 
for each shipr^Lnt received indicating receipt, control reference numbers and whether 
accepted or rejected. Unused coded and damaged labels and packaging materials shall be 
destroyed and recorded. 
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13.6. The label or accompanying document of reference standards and refeience 
culture shall indicate concentration, date of manufacture, expiry date, where appropuale, 
date on which container was first opened and stoiage conditions, where appiopriale 

14. Quality Assurance.- It is a wide ranging modern concept concerning all matters that 
individually or collectively influence the quality of a product. It is the totality of the 
arrangements made with the object of ensuring that products are of the quality 
required for their intended use. 

14.1. The system of quality assurance appiopnate to the manufacture of 
pharmaceutical products shall ensure that 

(a) the pharmaceutical products are designed and developed in a way 
that takes account of the requirements of Good Manufacturing 
Practices (hereinafter referred as GMP) and other associated codes 
such as those of Good Laboratory Piaclicos (hereinafter icferied as 
GLP) and Good Clinical Practices (hereinafter leferred as GCP), 

(b) adequate arrangements are made for manufacture, supply, and use of 
the correct stalling and packaging materials, 

(c) adequate controls on starting materials, intermediate products, and 
bulk products and other in-ptocess controls, calibrations, ami 
validations are carried out; 

(d) the finished product is correctly processed and checked in accordance 
with established procedures 

(e) the pharmaceutical products are not released for sale or supplied 
before authorized persons have certified that each production batch 
has been produced and controlled in accordance with the 
requirements of the label claim and any other provision relevant to 
production, control and lelease of pharmaceutical products; 

15. Self inspection and Quality audit.- It may be useful to constitute the self inspection 
team supplemented with a quality audit procedure for assessment of all oi part of a 
system with the specific purpose of impiovinq it 
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15.1. To evaluate the manufacturer's compliance with GMP In all aspects of 
production and quality control, concept of self-inspection shall be followed. The 
manufacturer shall constitute a team of Independent, experienced, qualified persons from 
within or outside the company, who can audit objectively the implementations of 
methodology and procedures evolved. The procedure for self-inspection shall be 
documented indicating self-inspection results, evaluation and conclusions and 
recommended corrective actions with effective follow-up programme. The recommendations 
for corrective action shall be adopted. 

15.2 The programme shall be designed to detect shortcomings in the implementation 
of GMP and to recommend the necessary corrective actions. Self-inspections shall be 
performed routinely and on specific occasions, like product recalls or repeated rejections or 
when an inspection by the Licensing Authorities is announced. The team responsible for 
self-inspection shall consist of personnel who can evaluate the implementation of GMP 
objectively; all recommendations for corrective action shall be implemented. 

15.3. Written instructions for self-inspection shall be drawn-up which shall include the 
following.- 

(a) Personnel 

(b) Premises including personnel facilities 

(c) Maintenance of buildings and equipment 

(d) Storage of starting materials and finished products 

(e) Equipment 

(f) Production and in-process controls 

(g) Quality control 

(h) Documentation 

(i) Sanitation and hygiene 

(j) Validation and revalidation programmes 

(k) Calibration of instruments or measurement systems 

(l) Recall procedures 

(m) Complaints management 

(n) Labels control 

(o) Results of previous self-inspections and any corrective steps taken. 

16. Quality Control System.- Quality Control shall be concerned with sampling, 
specifications, testing, documentation, release procedures which ensured that the 
necessary and relevant tests are actually carried and that materials are not released 
for use, nor products were released for sale or supply until their quality has been 
judged to be satisfactory. It is not confined to laboratory operations but shall be 
involved in all decisions concerning the quality of the product. It shall be ensured that 
all quality control arrangements are effectively and reliably carried out. The 
department as a whole shall have other duties such as to establish, evaluate, validate 
and implement all Quality Control Procedures and methods. 

16.1. Every manufacturing establishment shall establish its own Quality Control 
Laboratory manned by qualified and experienced staff. 

16.2. The area of the quality control laboratory shall be suitably divided into 
Chemical. Instrumentation. Microbioloalcal and Biological testing. 





[HFin—-SP»g3(i)] 


MRfi ‘"PI il-JIHJI : 'SraiUK’Jf 


55 


16.3. Adequate area having the required storage conditions shall be provided for 
keeping reference samples. The quality control department shall evaluate, maintain and 
store Reference Standard.substances. 

16.4. Standard operating procedures shall be available for sampling, inspecting and 
testing of raw materials, intermediate, bulk finished products and packing materials and 
wherever necessary for monitoring environmental conditions. 

16.5. There shall be authorized and dated specifications for all materials, products, 
reagents and solvents including test on identity, content, purity and quality. This shall include 
specifications for water, solvents and reagents used in production and analysis. 

16.6. No batch of the product is to be released for sale or supply until it has been 
certified to comply with the prescribed standards by the authorized person(s) that it is in 
accordance with the requirements of the standards laid down. 

16.7. Reference/retained samples from each batch of the products manufactured 
shall be maintained in a quantity which is at-least twice the quantity of the drug required to 
conduct’all the tests, pxcept sterility and pyrogen / Bacterial Endotoxin Test performed on 
the active material and the product manufactured. The retained product shall be kept in its 
final pack. 

16.8. Assessment of records pertaining to finished products shall include all relevant 
factors, Including the production conditions, the results of in-^rocess testing, the 
manufacturing (including packaging) documentation, compliance with the specification for 
the finished product, and an examination of the finished pack. Assessment records should 
be signed by the incharge of production and countersigned by the Head of the Quality 
Control Department before a product is released for sale or distribution. 

16.9. Quality Control personnel shall have access to production areas for sampling 
and investigation as appropriate. 

16.10. The Quality Control department shall conduct stability studies of the products 
to ensure and assign their shelf life at the prescribed conditions of storage. All records of 
such studies shall be maintained. 

16.11. The incharge of Quality Control shall investigate all product complaints and 
records thereof shall be maintained 


16.12. All equipments and testing procedures shall be validated before they are 
adopted for routine testing. Periodical validation of equipment and procedures shall be 
carried out. 

16.13. Each specifications for raw materials, intermediates, final products and 
packing mat^fels shall be approved and maintained by the Quality Control Department. 
Periodic revisions of the specifications shall be carried out whenever changes are 
necessary. 




56 


THE GAZETTE OF INDIA : EXTRAORDINARY 


[Part 11— Sec. 3(i)1 


16.14. Pharmacopoeias, technical books, reference standards, reference spectia 
and other reference materials shall be available in the Quality Control Laboratory of the 
licensee. 

17. Specification — 

17.1 For Raw materials and Packaging malenals:- 

They shall include, - 

(a) the designated name and internal code reference; 

(b) reference , if any, to a pharmacopoeial monograph, 

(c) qualitative and quantitative requirements with acceptance limits; 

(d) name and address of manufacturer or supplier and original manufacturer 
of the material; 

(e) specimen of printed material, 

(f) directions for sampling and testing or reference to procedures; 

(g) storage conditions and specifications and 

(h) maximum period of storage before re-testmg. 

17.2. For Product Containers and Closures — 

17.2.1 All containers and closures intended for use shall comply with the 
pharmacopoeial or other pharmacopoeial requirements. Suitable validated test methods, 
sample sizes, specifications, test methods, cleaning procedure and sterilization procedure, 
wherever indicated, shall be followed strictly to-ensure that these are not reactive, additive, 
adsorptive, absorptive or leach to an extent that significantly affects the quality or purity of 
the drug. No second hand or used containers and closures shall be used. 

17.2.2 Whenever bottles are being used, the written scheduled of cleaning shall be 
laid down and followed. Where bottles are not dried after washing, they should be rinsed 
with de-ionised water or distilled water, as the case may be. 

17.3. For in-process and bulk products,- Specifications for in-process material, 
intermediate and bulk products shall be available. The specifications should be validated and 
authenticated. 

17.4. For Finished Products.- Appropriate specifications for finished products shall 
include:- 


(a) the designated name of the product and the code reference; 

(b) the formula or a reference to the formula and the pharmacopoeial 
reference; 

(c) directions for sampling and testing or a reference to procedures; 

(d) a description of the dosage form and package details; 

(e) the qualitative and quantitative requirements, with the acceptance 
limits for release; 

(f) the storage conditions and precautions, where applicable and 

(g) the shelf-life. 
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Note: It Is advisable that each batch of the finished products is 'Bar Coded ' for easy tiacahihty. 
The licensee shall register with EAN India, an autonomous unit undet tho Ministry of 
Commerce which shall allot the 'Bar Code'. 

18. Master Formula Records.- There shall be Master Formula records relating to 
all manufacturing procedures for each product and batch size to be 
manufactured. These shall be prepared and endorsed by the competent 
technical staff i.e head of production and quality control. The Master Formula 
shall include- 

(a) the name of the product together with product reference code 
relating to its specifications; 

(b) the patent or proprietary name of the product along with the generic 
name, a description of the dosage form, strength, composition of the 

(c) product and batch size; 

name, quantity, batch number and reference number of all the 
starting materials to be used. Mention shall be made of any 

(d) > substance that may 'disappear' in the course of processing; 

a statement of the expected final yield with the acceptable limits, and 

(e) of relevant intermediate yields, where applicable; 

a statement of the processing location and the principal equipment to 

(f) be used; 

the methods, or reference to the methods, to be'used for preparing 
the critical equipment' including cleaning assembling, calibrating, 

(g) sterilizing; 

detailed stepwise processing instructions and the time taken for each 

(h) step; 

(i) the instructions for in-process controls with their limits; 

the requirements for storage conditions of the products, including the 

(j) container, labelling and special storage conditions where applicable, 

(k) any special precautions to be observed; 

Packing details and specimen labels 


19. Packaging and Batch Processing Records.- There shall be authorised 
packaging instructions for each pioduct, pack size and type These shall include 


or have a reference to the following.- 


(a) 

name of the product, 


(b) 

description of the dosage form, stiength and composition; 


(c) 

O 

the pack size expressed in teims of the number or doses, 
volume of the product in the final container, 

weiuht or 

(d) 

a complete list of all the packaging materials required for a standard 
batch size, including quantities, sizes and types, with the code or 
reference number relating to the specifications of each packaging 


material; 
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(e) ' reproduction of the relevant printed packaging materials, and specimens 

indicating where batch number and expiry date of the product have been 
applied; 

(f) special precautions to be observed, including a careful examination of 
the area and equipment in order to ascertain the line clearance before 
operations begin, 

(g) a description of the packaging operation, including any significant 

subsidiary operations and equipment to be used; 

(h) details of in-process controls with instructions for sampling and 

acceptance; 

(i) upon completion of the packing and labelling operation, a 

reconciliation shall be made between number of labelling and packaging 
units issued, number of units labeled and packed and excess returned or 
destroyed. Any significant or unusual discrepancy in the numbers shall 
be carefully investigated before releasing the final batch. 

19.1 There shall be Batch Processing Record for each product. It shall be based on 
the relevant parts of the currently approved Master Foynula. The method of 
preparation of such records included in Master Formula shall be designed to 
avoid transcription errors; 

19.2 Before any processing begins, check shall be performed and recorded that the 
equipment and work station aie clear of previous products, documents or 
materials not required for the planned piocess, are lemoved and that equipment 
is clean and suitable for use. 

19.3 During processing, the following information shall be recoided at the time each 
action is taken and, the record shall bo dated and signed by the person 
responsible for the processing operations. 

(a) the name of the product, 

(b) the number of the batch being manufactuied, 

(c) dates and time of commencement, of significant intermediate stages and 
of completion of production, 

(d) name and designation of the person responsible for each stage of 
production; 

(e) initials of the operator of different significant steps of production and, 
where appropriate, of the person who checked each of these operations; 

(f) .Jhe batch number and/or. analytical control number as well as the 
quantities of each starting material actually weighed, 
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(g) any relevant processing operation or event nn<J major equipment used; 

(h) a records of the in-process controls and the initials of the peison(s) 
carrying them out, and the results obtained; 

(i) the amount of product obtained aflei different and cutical stages of 
manufacture (yield); 

(j) comments or explanations for significant deviations fiom the expected 
yield limits shall be given, 

(k) notes on special problems including details, with signed authorization, for 
, any deviation from the master formula; 

(l) addition of any recovered or reprocessed material with icfeienco to 
recovery or reprocessing stages. 


20, Batch Packaging Records , 

20.1 A Batch packaging recoid shall be kept for each batch oi pait batch processed 
It shall be based on the relevant parts of the packaging instructions, and the 
method of preparation'of such records shall be designed to avoid transcription 
errors. 

20.2 Before any packaging operation begins, checks shall be made and recorded 
that the equipments and woik stations are clear of pievious products, 
documents or materials not required for the planned packaging opeiations, and 
that equipment is clean and suitable, 1 for use 

21. Standard Operating Procedures- (SOPs) and Records, Regarding; - 

21.1 Receipt of Mateiials- 

21.1.1 There shall be written Standard Opeiatmg Pioceduies and recoids for the 
receipt of each delivery of raw, primary and printed packaging material 

21.1.2 The records of the receipts shall include,- 

(a) the name of the material on the delivery note and the number of 
containers; 

(b; the date of receipt, 

(c) the manufacturer’s and/or supplier's name, 

(d) the manufacturer’s batch or reference number, 

(e) the.total quantity, and number of containers, quantity in each container 
received; 
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(f) the contiol refeieiv o umimIht :“' r '.iun''cl n!M lerr-ipt, 

(g) any other relevant common* or irn'ornnlimi. 


21.1.3, There shall bo wiillon standard operating pioceduies foi the internal labelling, 
quarantine and storage of stalling materials, packaging materials and other 
materials, as appropriate 

21.1.4. There shall be Standard Operating Pioceduies available for each instrument 
and equipment and shall bo placed in close proximity to the equipment. 

21.2 Sampling; 

21.2 1 There shall be written SlanrJaid Operating-Pioceduies for sampling, which 

include the person(s) authorized to take samples 

21 2 2 The sampling Instructions shall include.- 

(a) . the method of sampling and the sampling plan, 

(b) . the equipment to be used, 

(c) any precautions to be observed to avoid contamination of the material 
or any deterioration in its quality, 

(d) , the quantity of samples to be taken, 

(e) . instructions for any required sub division or pooling of 

the samples, 

(f) . the type of sample container to be used, 

(g) any specific precautions to be obseivcd, especially in tegaid to 
sampling of sterile oi hn/aidous mater ml. 

21.3 Batch Numbering„ 

21.3 1 There shall be Standard Operating f-’iocedures describing the details of the 

batch (lot) numbering set up with the objective of ensuring that each batch of 
intermediate, bulk or finished pioduct is identified with a specific batch number. 

213 2 Batch numbering standard operating pioceduies applied to a processing stage 
and to the respective packaging stage strati be ielated to each other 

21.3.3 Batch number allocation shall be immediately recorded, in a logbook. The 
record shall include dale of allocation, product identity and size of batch. 

21.4 Testing — 

21.4 1 There shall be written procedures for testing materials and products at different 
stages-Qf manufacture, describing the methods and equipment to be used. The 
tests performed shall be recorded 

21.5 Records of analysis ; 


21.5.1 The records shall include the following data' 
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(a) name of the maleiul or product and the dosaye form 

(b) batch numbet and, wheie appropriate the manufacturer and/or supplier, 

(c) references to the iclevant specifications and testing procoduies 

(d) test results including obseivutions and calculations, and refeience to any 
specifications (limits) 

(e) dates of testing 

(f) initials of the persons who performed the testing, 

(g) initials of the persons who verified the testing and the detailed 
calculations, 

(h) a statement of release or rejection, and 

(i) signature and date of the designated responsible peison 


215 2 There shall be written standard operating procedures and the associated 
records of actions taken for 

(a) equipment assembly and validation 

(b) analytical apparatus and calibration 

(c) maintenance, cleaning and sanitation, 

(d) personnel matters including qualification training, clothing hygiene, 

(e) environmental monitoring, 

(f) pest control, 

(g) complaints, 

(h) recalls made, 

(i) returns received 

22 Reference samples ; - 

22 1 Each lot of every active ingredient, in a quantity sufficient to cairy out all the 
tests except sterility and pyrogens / Bacterial Endotoxin Test shall be retained 
for a period of 3 months aflm the date of expity of the last batch produced from 
that active ingredient 

22 2 Samples of finished foimulations shall be stored in the same containers in 

which the drug has been actually marketed 

23. Reprocessing And Recoveries — 

23 1 Where reprocessing is necessary, written procedures shall be established and 

approved by the Quality Assurance Department that shall specify the conditions 
and limitations of repeating chemical reactions Such re-processing shall be 
validated 

23 2 If the product batch has to be processed, reprocessing procedure shall be 
authorized and recorded An investigation shall be carried out into the causes 
necessitating re-processing and appropriate corrective measures shall be taken 
fur prevention of recurrence Re-processed batch shall be subjected to stability 
evaluation 
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23.3 Recovery of product residue may be carried out, if permitted, in the master 
production and control records by incorporating it in subsequent batches of the 
product. 

24. Distribution Records — 

24.1 Prior to distribution or dispatch of a given batch of a drug, it shall be ensured 
that the batch has been duly tested, approved and released by the quality 
control personnel. Pre-dispatch inspection shall be performed on each 
consignment on a random basis to ensure that the correct goods are only 
dispatched. Detailed instructions for warehousing and stocking of Large 
Volume Parenterals, if stocked, shall be in existence and shall be complied with 
after the batch is released for distribution, Periodic audits of warehousing 
practices followed at distribution centers shall be carried out and records 
thereof shall be maintained. Standard Operating Procedures shall be 
developed for warehousing of products. 

24.2 Records for distribution shall be maintained in a manner that finished batch of a 
drug is traced to end-user to facilitate prompt and complete recall of the batch, 
if arid when necessary. 

25. Validation !&nd Process Validation — 

25.1 Validation studies shall be an essential part of Good Manufacturing Practices 
and shall be conducted as per the pre-deflned protocols. These shall include 
validation of processing, testing and cleaning procedures. 

25.2 A written report summarizing recorded results and conclusions shall be 
prepared, documented and maintained. 

25.3 Processes and procedures shall be established on the basis of validation study 
and undergo periodic revalidation to ensure that they remain capable of 
achieving the intended results. Critical processes shall be validated, 
prospectively or retrospectively. 

25.4 When any new master formula,or method of preparation are adopted, steps 
shall be taken to demonstrate its suitability for routine processing. The defined 
process, using the materials and equipments, specified, shall be demonstrated 
to yield a product consistently of required quality. 

25.5 Significant changes to the manufacturing process, Including any change In 
$juipments or materials that may affect product quality and/or the 
reproducibility of the process, shall be validated. 
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26. Product recalls™ 

26.1 A prompt and effective product recall system of defective products shall be 
devised for timely information of all concerned stockists, wholesalers, suppliers, 
and end-users within the shortest period. The licensee may make use of both 
print and electronic media in this regard. 

26.2 There shall be established written procedure In the form of Standard Operating 
Procedure for effective recall of products distributed by the licensee. Recall 
operations shall be capable of initiated promptly down to the level of each 
distribution channel. 

26.3 The distribution records shall be readily made available to the person 
designated for recalls. 

26.4 The designated person shall record a final report ' issued including a 
reconciliation between the delivered and recovered quantities of the products. 

26.5 The effectiveness of the arrangements for recalls shall be evaluated from time 
to time. 

26.6 The recalled products shall be stored separately in a sectored segregated area 
pending final decision on them,. 

27. Complaints and Adverse Reactions — 

27.1 All complaints thereof concerning product quality shall be carefully reviewed 
and recorded according to written procedures. Each complaint shall be 
investigated / evaluated by die designated personnel of the Company and 
records of investigation and remedial action taken thereof shall be maintained. 

27.2 Reports of serious adverse drug reactions resulting from the use of a drug 
along with comments and documents shall be forthwith reported to the 
concerned Licensing Authority. 

27.3 There shall be written procedures describing the action to be taken, recall to be 
made of the defective product 

28. Site Master File.- The licensee shall prepare a succint document in the form of ‘Site 

Master File’ containing specific and factual Good Manufacturing Practices 
about the production and/ or control of pharmaceutical manufacturing 
preparations carried out at the licensed premises. It shall contain the following:- 
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28 1 General mfonnation 

(a) brief information of the firm, 

(b) pharmaceutical manufacturing activities as permitted by the licensing 
authority, 

(c) other manufacturing activities if any, carried out on the premises, 

(d) type of products licensed for manufacture and mentioning the ways they aie 
being manufactured, 

(e) number of employees engaged in the production, quality control, storage and 
distribution, 

(f) Use of outside scientific, analytical or other technical assistance in relation to 

manufacture and analysis, 

(h) short description of the Quality Management system of the firm , 

(i) details of punitive actions, if any taken against the firm, 

(j) product details registered with Government institutions, 

(k) products details registered with foreign countries 


28 2 Personnel — 

(a) organisational chait showing the arrangement for quality assuiance, 
including production and quality control 

(b) ( qualification, experience and responsibilities of key personnel, 

(c) outline for arrangements for basic and in service training and how the 
records are maintained, 

(d) health requirements for personnel engaged in production, 

(e) personnel hygiene requirements, Including clothing 

28 3 Premises j— 

(a) simple plan or description of manufacturing areas with the help of scale, 

(b) nature of construction and fixures/fittings, 

(c) brief description of ventilation systems More details should be given foi 
critical areas with potential risks of airborne contamination (schemetic 
drawings of systems) Classification of the rooms used for the manufacture 
of sterile products should be mentioned, 

(d) special areas for the handling of highly toxic, hazardous and sensitizing 
materials, 

(e) brief description of water systems (schemetic drawings of systems), 
including sanitation, 

(f) description of planned preventive maintenance programmes for premises 
and of the recording system 

28 4 Equipment — 

(a) brief description of major equipment used in pioduction and control 
laboratories (a list of equipment required) 

(b) description of planned preventive maintenance programmes for equipment 
and of the recording system 

(c) qualification and calibration, including the recording systems and 
arrangements for computerised systems validation 

28 5 Sanitation 

(a) availability of written specifications and procedures for cleaning 
manufacturing aieas and equipment 
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28.6 Documentation — 

(a) arrangements for the preparation, revision and distribution of necessary 
documentation for the manufacture; 

(b) any other documentation related to product quality that is not mentioned 
elsewhere (e.g. microbilogical controls about air and water). 

28.7 Production — 

(a) brief description of production operations using, wheiever possible, flow 
sheets and charts specifying important parameters; 

(b) arrangements for the handling of starling materials, packaging materials, 
and bulk and finished products, including sampling, quarantine, release, 
and storage. 

(c) arrangements for the handling of rejected materials and pioducts; 

(d) brief description of general policy for process validation 

28.8 Quality control — 

(a) description of the quality control system and of the activities of tho quality 
control department Procedures for the release of finished pioducts. 

28.9 Loan licence manufacture and licensee £ 

(a) description of the way in which the Good Manufactuiing Piaclic.es 
compliance of the loan licensee is assessed. 

28.10 Distribution, complaints, and pioduct lecall. - 

(a) arrangements and lecoidmy system for dislnbulion; 

(b) arrangements for the handling of complaints and pioduct recalls. 

28.11 Self-Inspection ,— 

(a) Short description of the self-inspection system indicating whether an 
outside, independent and experienced external expert was involved in 
evaluating the manufacturer's compliance with Good Manufacturing 
Practices in all aspects of production. 

28.12 Export of drugs .— 

(a) details of products expoited to different countries, 

(b) complaints and product recall, if any. 


PART PA 

SPECIFIC REQUIREMENTS FOR MANUFACTURE OF STERILE 
PRODUCTS, PARENTERAL PREPARATIONS (SMALL VOLUME 
INJECTABLES AND LARGE VOLUME PARENTERALS) AND STERILE 
OPHTHALMIC PREPARATIONS 

Note: The General Requiiements as given in'Pait I of this Schedule ielating to 

Requirements of Good Manufactuiing Piactices for Premises and 
Materials for pharmaceutical products shall he complied with, mutatis 
mutandis, for the manufactuie of Steele pioducts, Pa/onleial pieparations 
(Small Volume Injectables and Large Volume Paienteials) and Sterile 
OpIffiiPImic Pieparations , In addition to these luqtiiremnnts, the following 
Specific Requirements shall also be followed, namely:- 


)G1/2001— 9 
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1 General, 

Sterile products, being of veiy uilical and sensitive nature, a veiy high 
degree of piecaulions, pieventions and preparations are needed 
Dampness, did and daikness are to be avoided at all cost to ensure 
aseptic conditions in all areas There shall be no let-up in the prescribed 
standards specially in the matter of supply of water, air, active materials 
and in the maintenance of hygienic environment 

2. Buildings And Civil Works — 

2.1 The building shall be built on a proper foundation with standardised materials 
to avoid cracks in critical areas like aseptic solution preparation, filling and 
sealing rooms 
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2 2 Location of services like water, steam, gases etc shall be such that their 
servicing or repair shall not pose any threat to the integrity of the facility. 
Water lines shall not pose any threat of leakage to aseptic area 

2 3 The manufacturing areas shall be clearly separated into support areas (e.g. 
washing and component preparation areas, storage areas etc.), preparation 
areas (e.g. bulk manufacturing area, non-aseptic blending areas etc.) change 
areas and aseptic areas. Operations like removal of outer cardboard 
wrappings of primary packaging materials shall be done In Jfe-cadoning areas 
wh.ch are segregated from (he washing aieas Wooden pallets shall not be 
*f ken inside the preparation areas. 

2,4 In as^puc orearv 

(a) walls, floors and ceiling should be impervious, non-shedding, non-flaking 
and non-cracking. Flooring should be continuous and coved to walls; 

(b) walls shall be flat, ledges and recesses shall be avoided. Wherever other 
surfaces join the wall (eg. steriliser s, electric sockets, gas points etc ), these 
shall be flushed to the wall. Wall shall be coved at the joint with the ceiling 
and the floor. 

(c) ceiling shall be solid and continuous Light-fittings and air-grills shall be 
flushed and not hanging fiom the ceiling; 

(d) there shall be no drains; 

(e) doors shall be made of non-shedding material. These shall be made 
preferably of Aluminium or Steel material. Wooden doors shall not be used. 
Doors shall open towards the higher pressure area so that these close 
automatically due to air pressure. Doors shall not have handles on them; 

<T' 

(9 Windows shall be made of similar material as doors, preferably with double 
panel and sh, II be fluJie with the walls. If fire escapes are to be provided, 
these shall be suitably sealed to the walls without any gaps; 

(g) the furniture used shall be smooth, washable and made of Steel, 
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2 5 The manufacturing and suppoit aioas shall have the same quality of civil 
structure described above for aseptic areas except the envnonmontil 
standards varying from critical aiea 

2 ,6 Change rooms with sepaiate entrance and exu space in the form of air locks 
shall be provided before entry into the steule produ t manufacturing aieas 
and then to the aseptic area Change rooms to aseptic areas shall be cleaily 
demarcated into 'black', 'gray and ‘white’ rooms with different levels of activity 
and air cleanliness The 'black' change loom shall be provided with a hand¬ 
washing sink The sink and its diain in the un-ciassitied (first) change rooms 
shall be kept clean all the time The specially designed dram shall be 
periodically monitored to avoid presence of pathogenic micro-organisms 
Change-room doors shall riot be opened simultaneously An appropriate 
inter-locking system and a visual and / or audible warning system may be 
installed to prevent the opening of more than one door at a time 

2 7 For communication between aseptic areas and non-aseptic areas, hand-fiee 
intercom telephones shall be used These shall be minimum in number 

2 8 Material transfer between aseptic areas and outside shall be thiough suitable 
air-locks and pass-boxes Doors of such air-locks and pass-boxes shall have 
suitable interlocking arrangements 

2.9 Personnel welfare areas like rest*rooms, tea room, canteen and toilets shall 
be outside and separated from sterile product manufacturing area 

2.10 Animal houses shall be away from Mie sterile product manufacturing aiea and 
shall not shaie a common entrance or air handling system with the 
manufacturing area 

3. Air Handling System (Central Air-Conditioning) r - 


3.1 Air Handling Units for sterile product manufacturing area shall be different from 
those for other areas Critical areas, such as aseptic filling area, stenlized 
components unloading area, change rooms conforming to Grades D, C and B 
respectively shall have separate Air Handling Units The filter configuration In 
the air handling system shall be according to the Grade of air as given in Table 
I, Table II and Table III below 

3.2 For products which are filled aseptically, the filling room shall meet Grade B 
conditions at rest unmanned This condition shall also be obtained within a 
period of about 15 minutes of personnel leaving the room and filling operations 
stopped. 

3.3 The filling operations shall take place under Grade A conditions which shall be 
demonstrated under working or simulated working conditions The Grade A 
conditions shall be achieved by providing Laminar Air Flow Modules with 
suitable HEPA filters 
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3.4 For products which are tciminally sterilized, the filling room shall meet Grade 
C conditions at rest. This condition shall be obtainable within a period of about 
15 minutes of personnels leaving the loom and filling operations stopped. 

3.5 Manufacturing and component preparation areas shall meet Grade C 
conditions within a period of about 30 minutes of personnels leaving the area 

3.6 After completion of preparation, washed components and vessels shall be 
protected with Grade C background and, if necessary, under Laminar Air 
Flow. 

3.7 The minimum air changes foi Grade B and Grade C areas shall not be less 
than 20 air changes per hour in a room with good air flow pattern and 
appropriate HEPA filters. For Grade A laminar Air Flow stations, the air flow 
rates shall be 0.3 melie per second 120% (for vertical flows) and 0.45 metre 
per second ±20% (for horizontal flows) 

3.8 Differential pfessures between areas of different environmental standards shall 
be at least 15 Pascal (0.06 inches or 1.5 mm water gauge) Suitable 
manometers shall be installed to measure and verify pressuie differential. 

3.9 The final change rooms shall have the same class of air as specified for the 
aseptic area. The pressure differentials in the change rooms shall be in the 
descending order from 'white' to 'black' 

3.10 Unless there are pioduct specific requirements, temperature and humidity in 
the aseptic areas shall be 25 degree centigrade and humidity 55%, 
respectively. 

TABLE I 

Air Classification System For Manufacture Of Sterile Products 


Grade 

Maximum number of 
permitted particles per cubic 
metre equal to or above 

Maximum no, of 
viable micro¬ 
organisms permitted 
per cubic metre of air 


0.5-5 g 

’ > 5n 


A 

(Class 100) 
Laminar Air-flow work 
station 

100 - at rest 
and 

3500 - in 
operation 

None 

Less than 1 


3,500 

None 

5 

BBSS 

3,50,000 

2,000 

100 
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D 

(Class 100,000) 

3,500,000 

20,000 

500 


Notes: 

(a) In order to reach Class 100, 10,000 and 100,000 in clean levels, the 
number of air changes shall be related to the size of the equipment and the 
personnel present in the room. It shall be ensuied that the air shall be 
provided with appropriate efficient HEPA filters for class 100 and class 
10 , 000 . 

(b) The requirement and limit for the area shall depend on the nature of 
operation carried out. 


TABLE II 

Types Of Operations To Be Carried Out In The Various Grades For Aseptic 
__ Preparations _ 


Class 

Types of operations for aseptic preparations 

100 (Grade A & B) 

Aseptic preparation and filling 

10,000 (Grada^C) 

Preparation of solution to be filtered 

100,000 (Grade D) 

Handling of components after weighing 


TABLE III 

Types of operations To Be Carried Out In The Various Grades For Terminally 

Sterilized Products 


Class 

Types of operations for terminally sterilized products 

100 (Grade A & B) 

Filling of products 

10,000 (Grade C) 

Preparation of solutions, when usually at risk 

100,000 (Grade D) 

Preparation of solutions & components for subsequent 
filling 


Note : Use M 3.5, M 5.5 and M 6.5 as the terms for Class 100, 10,000 and 
100,000 respectively. 


4. Environmental Monitoring — 

4.1 All environmental parameters listed under para 3.1 to 3.10 shall be verified and 
established at the time of installation and thereafter monitored at periodic 
intervals. The recommended frequencies of periodic monitoring shall be as 
follows: 

(a) Particulate monitoring in air - 6 Monthly 

(b) HEPA filter integrity testing (smoke testing) - Yearly 

(c) Air change rates - 6 monthly 

(d) Air pressure differentials - Daily 

(e) Temperature and humidity - Daily 

(f) Mtcrpbiological monitoring by settle plates and/or swabs in aseptic areas / 
at decreased frequency in other areas - Daily. 

Note: The above frequencies of validations shall be changed as per the 
requirements and load in individual cases. 
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4.2 There shall be a written environmental monitoring programme and 
microbiological results shall be recorded Recommended limits for 
microbiological monitoring of clean areas "in operation" are as given in the 
table below 


TABLE 

Recommended Limits for microbioldglcal monitoring of clean areas "in operation 



Class Air sample 
Cfu/m 3 


100 A 


100 B 


10,000 


Settle 
plates 
(dia 90 mm 
cfu/4 hrs 



Contact plates 
(dia 55 mm) 
cfu per plate 


Glove points (five 
fingers) cfu per glove 



Notes 

(a) These are average values 

(b) Individual settle plates may be exposed for not less thanYour hours 


4 3 Appropriate action shall be taken immediately if the result of particulate 
and microbiological monitoring indicates that the counts exceed the limits 
The Standard Operating Procedures shall contain corrective action After 
major engineering modification to the HVAC system of any area, all 
monitoring shall be re-performed before production commences 


5 Garments — 


5 1 This section covers garments requned for use by personnel working only 
in aseptic areas Outdoor clothing shall not be brought into the sterile 
areas 


5 2 These garments shall be made of non-shedding and tight weave material 
Cotton garments shall not be used The garments shall shed virtually no 
fibers or particulate matter 

5 3 The clothing and its quality shall be adopted to the process and the work 
place and worn in such a way as to protect the product from 
contamination Garments shall be single piece with fastenings at cuffs, 
neck and at legs to ensure close fit Trouser legs shall be tucked Inside the 
over boots Suitable design of garments shall either include hood (head- 
cover) or separate hood which can be tucked inside the over-all Pockets, 
pleats and belts shall be avoided in garments Zips shall be of plastic 
material Garments with damaged zips shall not be used 
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5.4 Only clean, sterilized and protective garments shall be used at each work 
session. 

5.5 Gloves shall be made of latex and shall be powder-free. These shall be 
long enough to cover wrists completely and allow the over-all cuff to be 
tucked in. The use of disposable and single-use gloves is necessary. 

5.6 The footwear shall be of suitable‘plastic or rubber material and shall be 
dally cleaned with a bactericide. Footwear covers made of same fabric as 
that of garments shall be used to cover the boots and these shall be 
washed and sterilized after each day of use The use of disposable and 
single-use foot wears is advisable. 

5.7 Safety goggles or numbered glasses with side extensions shall be used 
inside aseptic areas. These shall be sanitized by a suitable method. 

5.8 Garment changing procedure shall be documented and operators trained 
in this aspeqj. A full size mirror shall be provided in the final change room 
for the operator to verify that he is appropriately attired in the garments. 
Periodic inspection of the garments shall be done by responsible staff. 

6. Sanitation p- 

6.1 There shall be written procedures for the sanitation of sterile processing 
facilities. Employees carrying out sanitation of aseptic areas shall be 
trained specifically for this purpose. 

6.2 Different sanitizing agents shall be used in rotation and the concentrations 
of the same shall be as per the recommendations of the manufacturer. 
Records of rotational use of sanitizing agents shall be maintained. 

6.3 Distilled water freshly collected directly from the distilled water plant or 
water maintained above 70 degree centigrade from re-circulation loop 
shall be used for dilution of disinfectants. Alternately, distilled water 
sterilized by autoclaving or membrane filtration shall be used. The dilution 
shall be carried out in the 'white' change room. 

6.4 Where alcohol or Isopropyl alcohol is used for dilution of disinfectants for 
use as hand sprays, the preparation of the same may be done in the bulk 
preparation area and the diluted solution membrane-filtered into suitable 
sterile containers held in the aseptic area. 

6.5 Diluted disinfectants shall bear 'use before' based on microbiological 
establishment of their germicidal properties. The solutions shall be 
ade^iately labeled and documents maintained. 

6.6 Formaldehyde or any other equally effective fumigant is recommended for 
the fumigation of new aseptic areas or after major civil modifications. 
There shall be Standard Operating Procedures for this purpose. Its use 
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for routine use shall be discouraged and equally effective suifaee cleaning 
regime shall be followed 

6.7 Cleaning of sterile processing facilities shall be undei taken with air 
suction devices. 

6.8 Air particulate quality shall lie evaluated on a regular basis and lecoids 
maintained. 

7. EQUIPMENT. 

7.1 The special equipment requned for manufacturing steiile products includes 
component washing machines, steam sterilisers, diy heat sterilizers, 
membrane filter assemblies, manufacturing vessels, blenders, liquid filling 
machines, powder filling machines, sealing and labelling machines, 
vacuum testing chambers, inspection machines, lyophilisers pressure 
vessels etc. Suitable and fully integrated washing - sterilizing - filling lines 
may be provided depending upon the type and volume of activity. 

7.2 Unit-sterilizers shall be double ended with suitable interlocking 
arrangements between the doois Sterilization effectiveness shall be 
established initially and then periodically by cauying out thermal mapping 
of the chamber and biological inactivation studies using miqrobial spore 
indicators Various sterilization paiameters shall be established based on 
these studies and documented. For membrane filters used for filtration, 
steiilization, appropriate filter integrity tests, shall be carried out before 
and after filtration. 

7.3 Filling machines shall be challenged initially and then at periodic intervals 
by simulation trials including sterile media fill. Standard Operating 
Procedures and acceptance criteria for media fills shall be established, 
justified and documented. Special simulation trial procedures shall be 
developed, validated and documented for special products like ophthalmic 
ointments.. 

7.4 The material of construction foi the pads which are in direct contact with 
products and manufacturing vessels may be stainless steel 316 or Boro- 
silicate glass (in the case of glass containeis) and tubing shall be capable 
of being washed and autoclaved. 

7.5 On procurement, installation qualification of each of the equipment shall be 
done by engineers with the suppod of production and quality assurance 
personnel. Equipment for critical processes like aseptic filling and 
sterilisers .shall be suitably validated according to a written programme 
before putting them to use. 

7.6 Standard Operating Procedures shall be available for each equipment for 
its calibration and operation and cleaning, Gauges and other measuring 
devices attached to equipment shall be calibrated at suitable intervals 
against a written programme. Calibration status of equipment and gauges 
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shall be adequately documenlml and displayed 
8 Water and Steam System , 

8 1 Potable water meeting microbiological specification of not moie than 500 
cfu / ml and absence of individual pathogenic micio-oryamsms - 
Escherichia coh, Salmonella Staphylococcus auieus and Pseudomonas 
aeiuginosa per 100 ml sample shall be used for the preparation of purified 
water 

8 2 Purified water prepared by de-mineralization shall meet microbiological 
specification of not more than 100 cfu per ml and absence of pathogenic 
micro-organisms in 100 ml Purified water shall also meet IP specifications 
for chemical quality Purified water shall be used for hand washing iri 
change rooms and initial container and machine parts washing 

8 3 Water for Injection (hereinafter tofeiied as Wl-'l) shall be prepared fiom 
potable water or puufied water meeting the above specifications by 
distillation -Water for Injection shall meet microbiologiacal specification of 
not more than 10 cfu per 100 ml WFI shall also meet IP specification for 
Water for Injection and have an endotoxin levels of not more than 0 25 
EU/ml Bulk solutions of liquid parenterals shall be made in WFI Final 
rinse of product contact containers and machine parts shalj done with 
WFI Disinfectant solutions for use in aseptic areas shall be prepared in 
WFI 

8 4 Water for Injection for the manufacture of liquid mjectables shall be fieshly 
collected from the distillation plant or from a storage or circulation loop 
where the water has been kept above 80 degree centigrade At the point 
of collection, water may be cooled using suitable heat exchanger 

8 5 Water for non-injectable sterile products like eye drops shall meet IP 
specifications for purified water In addition, microbiological specification 
of not more than 10 cfu per 100 ml and absence of Pseudomonas 
aeruginosa and Enterobacteria coll in 100 ml shall also be met 

8 6 Purified water and Distilled water shall be stored in steam jackelted 
stainless steel tanks of suitable size and the tanks shall have hydrophobic 
bacterial retention with 0 2 p vent fillers The filters shall be suitably 
sterilised at periodic intervals The distribution lines for purified water and 
distilled water shall be of stainless steel 316 construction and shall not 
shed particles 

8 7 There shall be a written procedure and programme for the sanitation of 
diffe^qpt water systems including storage tanks, distribution lines, pumps 
ana' other related equipments Records of sanitation shall be maintained 
and periodically validated 

8 8 There’shall be written microbiological monitoring programine-for different 
types of water The results shall justify the frequency of sampling and 


10 GI/2001 —10 
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testing Investigation 'It.ill be c.mi'il out and collective? action taken in 
case of deviation from pro^uibrvl limits 

8.9 Steam corning in contact with product, piirnary conlaiueis and other 
product contact surfaces shall be sterile and pyrogen free The steam 
condensate shall meet microbiological specification of not more than ID 
cfu per 100 ml. The condensate shall also meet IP specification for Water 
for Injection and have an endotoxin levels of not more than 0 25 EU/ml 
There shall be a suitable schedule for the monitoring of steam quality 

9. Manufacturing Process. 

9.1 Manufacture of sterile products shall be carried out only in aieas under 
defined conditions 

9 2 Bulk raw materials shall Ire rnoniloied for bio-burden periodically. Bio- 
burden of bulk solution prior to membrane filtration shall be monitored and 
a limit of not moie than 100 cfu per ml is recommended. 

9.3 Bulk solutions shall be sterile-filtered within 12 horns of preparation and 
the filtered sterile-bulk shall be filled within a short period of lime but not 
exceeding 72 hours. 

9.4 Gases coming in contact with sterile product shall be filtered through two 
0.2 p hydrophobic membrane Tillers in series These membrane filleis 
shall be tested for integrity. Gas cylinders shall not be taken inside aseptic 
areas. 

9.5 Washed containers shall be sterilised immediately before use. Sterilised 
containers, if not used, shall be rinsed with distilled or filtered purified 
water and re-sterilised. 

9.6 Each lot of finished product shall be filled in one continuous operation. In 
case of filling of one batch in more than one operation, each lot shall be 
tested separately-for sterility and held separately till sterility test results are 
known. 

9.7 Special care shall be excercised while filling powder products so as not to 
contaminate the environment during transfer of powder to filling machine- 
hopper. 

10. FLOW-FILL-SEAL TECHNOLOGY OR BLOW-FILL-SEAL TECHNOLOGY; - 

10.1 Flow-Fill-Seal or Blow-Fill-Seal units are specially built foreign machines in 
which in one-continuous-operation, containers are formed from a 
tn&rmoplastic granulate, filled and then sealed, all by one-automatic- 
machine. Both types of machines used for aseptic production shall be 
fitted with an effective Class 100 (Giade A) air shower. 
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Note: 

0) These shall be installed in al least Class 10,000 envnvnment 
(u) These shall comply with the viable and non-viahlo limits 'at test" 
and shall be opeiatod at only the viable limit 

10 2 Flow-Fill-Seal/Blow-Fill-Seal machines used for the manufacture of 
products for terminal sterilization shall be installed in at least a Class 
100,000 environment and the filling zone within the machine shall fulfil 
Class 100 requirements 

10 3 Terminally Sterilized Pioducts.— 

10 3 1 Preparation of primary packaging material such as glass bottles, 
ampoules, rubber stoppers shall be done in at least Class 100,000 
environment Where there is unusual risk to the pioduct because of 
microbial contamination, the above operation shall be done in Class 
10,000 environment All the processes used for component preparation 
shall be validated 

10 3 2 Filling of products requiring terminal sterilization shall be done under Class 
100 environment with a Class 10,000 background 

10 4 Prepa’ralion of solutions which are to be sterilized by filtration shall be 
done in Class 10,000 environment, and if not to be filtered, tfie preparation 
of rhaterials and products shall be in a Class 100 environment with Class 
100 in background 

10 5 Filtration (Membrane), 

(i) Solutions for Large Volume Parenterals shall be filtered through a 
non-fiber releasing, sterilizing grade cartridge filter of nominal pore 
size of 0 22 p for aseptic filling whereas 0 45 |i porosity shall be 
used for terminally sterilized products 

(n) A second filtration using another 0 22 ji, sterilizing grade cartridge 
filter shall be performed immediately prior to filling Process 
specifications shall indicate the maximum time during which a 
filtration system may be used Such time length shall preclude 
microbial build-up to levels that may affect the microbiological 
quality of the Large Volume Parenterals 
(m) The integrity of the sterilized filter shall be verified befoie use and 
shall be confirmed immediately after use by an appropnale method 
such as a Bubble Point Diffusive How or Pressuie Hold Test 

10 6 Sterilization (Autoclaving), 

10 6 1 Befgre any sterilization piorcss is adopted its suitability for the product 
and >ts efficacy in achieving the desired sterilizing conditions in all pads of 
each type of load pattern to be processed, shall be demonstrated by 
physical measurements and by biological indicators, where appropriate 

10 6 2 All the sterilization processes shall be appropriately validated The validity 
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of the process shall he verified at regular intervals, but at least annually 
Whenever significant modifications have been made to the equipment and 
product, records shall be maintained thereof 

10.6.3 The sterilizer shall be double ended to prevent mix-ups. 

10.6.4 Periodic bio-burden monitoring of products before terminal sterilization 
shall be carried out and controlled to limits specified for the product in the 
Master Formula. 

10.6.5 The use of biological indicators shall be considered as an additional 
method for monitoring the sterilization. These shall be stored and used 
according to the manufacture's instructions. Their quality shall be checked 
by positive controls. If biological indicators are used,'strict precautions 
shall be taken to avoid transferring microbial contamination from them. 

10.6.6 There shall be clear means of differentiating 'Sterilized' and ’unsterjlized' 
products. Each basket, tray or other carrier of products or components 
shall be ele&ly labelled with the name of the material, its batch number, 
and sterilization status. , Indicators shall be used, where appropriate, to 
indicate whether a batch (or sub-batch) has passed through the 
sterilization process. 

10.6.7 Sterilization records shall be available for each sterilization-run and may 
also infclude thermographs and sterilization monitoring strips. They shall be 
maintained as part of [he batch release procedure. 

10.7 Sterilization (By Dry Heat),— 

10.7.1 Each heat sterilization cycle §hall be recorded on a time/temperature chart 
of a suitable size by appropriate equipment of the required accuracy and 
precision. The position of temperature probes used for controlling and/or 
recording shall be deteimined during the validation and, where applicable, 
shatl also be checked against a second independent temperature probe 
located in the same position. The chad shall form a part of the batch 
record. Container mapping may also be carried out in case of Large 
Volume Parenterals. 

10.7 2 Chemical or biological Indicators may also be used, but shall not take the 

place of physical validation 

10.7.3 Sufficient time shall bo allowed for the load to reach tile required 
temperature before measurement of sterilizing time commences. This 
time shall be determined for eacli type of load to be processed 

10.7.4 After the high temperature phase of a heat sterilization cycle, precautions 
shall be taken against contamination of sterilised load during cooling. Any 
cooling fluid or gas in contact with (he product shall be sterilised unless it 
can be shown that any leaking container would not be approved for use. 
Air inlet and outlets shall be provided with bacteria retaining filters. 
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10.7.5 The process used for sterilization by dry heat shall include air-circulation 
within the chamber and the maintenance of a positive pressure to prevent 
the entry of non-slerile air. Air inlets and outlets should be provided with 
micro-organism retaining filters. Where this process of sterilization by dry 
head is also intended to remove pyrogens, challenge tests using 
Endotoxins would be required as part of the validation. 

10.8 Sterilization ( By Moist Heat) — 

10.8.1 .Both temperature and piessure shall be used to monitor the process 
Control instrumentation shall normally be independent of monitoring 
instrumentation and recording charts. Where automated control and 
monitoring systems are used for these applications, these shall be 
validated to ensure that critical process requirement are met. System and 
cycle faults shall be registered by the system and observed by the 
operator. The reading of the independent temperature indicator shall be 
routinely checked against the chart-recorder during the sterilization period. 
For sterilizer^ fitted with a drain at the bottom of the chamber, it may also 
be necessary to record the temperature at this position throughout the 
sterilization period. There shall be frequent leak tests on the chamber 
when vacuum phase is part of the cycle. 

10.8.2 The items to be sterilized, other than^products in sealed containers, shall 
be wrapped in a material which allows removal of air and penetration of 
steam but which prevents re-contamination after sterilization. All parts of 
the lodd shall be in contact with the sterilizing agent at the required 
temperature for the required time. 

10.8.3 No Large Volume Parenteral, shall be subjected to steam sterilization 
cycle until it has been filled and sealed. 

10.8.4 Care’shall be taken to ensure that steam used for sterilfzation is of suitable 
qualify and does not contain additives at a level which could cause 
contamination of the product or equipment. 

10.9 Completion/Finalisation of Sterile Products,—• 

10.9.1 All unit operations and processos in the manufacture of a batch shall have 
a minimum time specified and the shortest validated time shall be used 
from start of a batch to its ultimate release for distribution. 

10.9.2 Containers shall be closed by appropriately validated methods. Containers 
closed by fusion, e g. glass or plastic ampoules shall be subjected to 
100% integrity testing. Samples of other containers shall be checked for 
integrity according to appropriate procedures. 

10.9.3 Containers sealed under vacuum shall be tested for requited vacuum 
conditions 
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10.9.4 Filled containers of parenteial products shall be inspected individually for 
extraneous contamination 01 other defects When inspection is done 
visually, it shall be done under suitably and controlled conditions of 
illumination and backgiounrl Operatois doing the inspection shall pass 
regular eye-sight chocks, with spectacles, if worn, and be allowed frequent 
rest from inspection. Wlvm ollmi methods of inspection aio used, the 
process shall be validated and the poifoimance of the equipment checked 
at suitable inlcivals. Results shall be iccouled 

11. Product Containers And Closures . 

11.1 All container and closuies intended for use shall comply with the 
pharmacopoeial and other specified requirements. Suitable validity test, 
sample sizes, specifications, test methods, cleaning piocedmes and 
sterilization procedures, shall be used to aSsuie that containers, closures 
and other component parts of drug packages are suitable and aie not 
reactive, additive, adsoiplive or leachable or to piosent a risk of toxicity to 
an extent that significantly affects the quality or puuty of the drug. No 
second hand or used containers and closuies shall be used 

11.2 Plastic granules used in I’omi fill-seal machines for the packing of Laiye 
Volume Parenteral shall be tested for freedom from bacterial endotoxin. 
These shall also comply \gith the pharmacopoeial requirements including 
physico-chemical and biological tests 

11.3 All containers and closures before use, shall be rinsed finally with distilled 
water according to written- procedure. 

11.4 The design of closures, containers and stoppers shall be such as to make 
cleaning, easy and also to make an airtight seal when fitted to the bottles 

11.5 It shall be ensured that containers and closures chosen for a parliculai 
product are such that when coming into contact they are not absorbed into 
the product and they do not affect the product adveisely. The closuies 
and stoppers should be of such quality substances as not to affect the 
quality of product and avoid the risk of toxicity. 

11.6 Whenever glass bottles are used, the written schedule of cleaning shall be 
laid down and followed. Where bottles are not dried after washing, these 
shall be finally rinsed with distilled water or pyrogen free water, as the 
case may be, according to written procedure.. 

11.7 Individual containers of parenterals,. Oplhalmic preparations shall be 
examined against block/white background fitted with defused light after 
filling so as to ensure freedom from contamination and foreign matters. 

11.8 Glass bottles — 

11.8.1 Shaper and design of the glass bottle shall be rational and standardized. 
Glass bottles made of USP Type - I and USP Type-ll glass shall only be 
used. Glass bottles shall not be reused. Before use, USP Type- II bottles 
shall be validated for the absence of particulate matter generation over a 
period of the shelf-life of the product and shall be regularly monitored after 
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production following statistical sampling methods 
11.9 Plastic Containers, 

11.9 1 Pre-formed plastic containers intended to be used for the packing of Large 

Volume Parenteral shall be moulded in-house by one-continuous 
operation through an automatic machine 

11.9.2 Blowing, filling and sealing (plugging) operations shall be conducted in 
room(s) conforming to at-least Class 10,000 environment. Entry to the 
area where such operations are undertaken, these shall be through a 
series of air locks. Blowers shall have an air supply which is filtered though 
02 p filters. Removal of runners and plugging opeiations shall be 
conducted under a laminar airflow bench. 

11.10 Rubber stoppers, 

11.10.1 The rubber stoppers used foi I aryo Volume Paienlerals shall be only of 
Bromobulyl^rubbei or Chloiobutyl rubber Other rubber stoppers including 
lacquer-coated rubber stoppers shall riot bo used 

11.10.2 The rubber stoppers shall comply to specifications prescribed in current 
edition of Indian Pharmacopoeia. 

12 Documentation — 

12.1 The manufacturing records relating to manufacture of sterile products shall 
indicate the following details:- 

(1) -Serial number of the Batch Manufacturing Recoid 

(2) Name of the product 

(3) Reference to Master Formula Record 

(4) Batch / Lot number 

(5) Batch / Lot size 

(6) Date of commencement of manufacture and date of completion of 
manufacture. 

(7) Date of manufacture and assigned date of expiry. 

(8) Date of each step in manufacturing. 

(9) Names of all ingredients with grade of quality. 

(10) Quantity of all ingredients. 

(11) Control reference numbers for all ingredients, 

(12) Time and duration of blending, mixing etc. whenever applicable. 

(13) ' pH of solution whenever applicable. 

(14) , Filter integrity testing records. 

(15) Temperature and humidity records whenever applicable. 

(16; Records of plate-counts whenever applicable. 

(17) Results of pyrogen and/or bacterial endotoxin & Toxicity. 

(T8) Records of weight or volume of drug filled in containers. 

(19) Bulk sterility. 

(20) Leak test records 
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(21) Inspection records 

(22) > Sterilization records including autoclave leakage test records, load 

details, date, duialion, lempeifiUire, pressure etc 

(23) Container washing iocohIs 

(24) Total number of containers filled 

(25) Total number of containers i ejected at each stage. 

(26) Theoretical yield, pcimissiblo yield and actual yield and 
variation theieof 

(27) Clarification for variation in yield beyond permissible yield 

(28) Reference numbers of relevant analytical reports 

(29) Details of reprocessing, if any. 

(30) Name of all operators carrying out different activities. 

(31) Environmental monitoring records 

(32) Specimens of printed packaging maleiial 

(33) Records of destruction of rejected contamois and printed 
packaging materials 

(34) Signature of the competent technical staff responsible for 
manufacture and countersignaluie of competent staff responsible 
for testing 

Notes: (1) Pruducls shall hb tulcasnd only after complete filling and 
testing 

(2) Sterility, Pyrogens, D acton at endotoxins tests shall l)b 'maintained in 
the analytical records. 

(3) Validation details and simulation trial lecoids shall bo maintained 
separately. 


(4) Records of environmental monitoring like temperature, humidity , 
microbiological data etc. shall bo maintained . Records of peiiodic 
servicing of HEPA filters, stenlizers and other peiiodic maintenance of 
facilities and equipment carried out shall also be maintained. 

(5) Separate facilities shall he piovided foi filling-cuimsealing of Small 
Volume Injectables-and Largo Volume Paienlerals. 

(6) Separate facilities shall be provided for manufacture of Large volume 
parenterals in glass containers and/or plastic containers. 

(7) For manufacture of Large volume parenterals in plastic containers, it 
is advisable to install automatic, (with all operations) Flow-Fill-Seal 
machines having one-continuous operation. 
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PART l-B 

SPECIFIC REQUIREMENTS FOR MANUFACTURE OF ORAL SOLID 
DOSAGE FORMS (TABLETS AND CAPSULES) 

Note: The General Requiiements as given in Patt I of this Schedule lelating to 
Requirements of Good Manufacturing Piactices for Piemises and Mateiials 
for pharmaceutical products shall be complied with, mutatis mutandis, for the 
manufacture of Oral Solid Dosage Forms (Tablets and capsules). In addition to 
these requirements, the following Specific Requirements shall also be followed, 
namely:- 

1. General.— 

1.1 The processing of dry materials and products creates problems of dust control 
and cross-contamination. Special attention is, therefore, needed in the design, 
maintenance and use of premises and equipments in order to overcome these 
problems. Wherever possible, enclosed dust control manufacturing systems 
shall be employed 

1.2 Suitable environmental conditions for the products handled shall be maintained 
by installation of air-conditioning wherever necessaiy. Effective air-extraction 
systems, with dischaiyc points sited to avoid contamination of other products 
and processes shall be provided. Filters shall be installed to retain dust and to 
protect the factory and local environment 

1.3 Special care shall be taken to protect against subsequent contamination of the 
product by particles of mohl or wood. The use of metal detectors is 
recommended. Wooden equipment should be avoided. Screens, sieves, 
punches and dies shall be examined for wear or breakage before and after each 
use. 

1.4 All ingredients for a dry product shall be sifted before use unless the quality of 
the input material can be assured. Such sifting shall normally be carried out at 
dedicated areas 

1.5 Where the facilities are designed to piovide special environmental conditions or 
pressure differentials between rooms, these conditions shall be regularly 
monitored and any out of specification results brought to the immediate 
attention of the Production and Quality assuiance departments which shall he 
immediately attended to 

1.6 Care shall be taken to guard against any material lodging and remaining 
undetected in any piocessing or packaging equipment Particulai care shall be 
taken to ensure that any vacuum, compressed air or air-extraction nozzles are 
kept clean and that there is no evidence of lubricants leaking into the product 
from any contact part of the equipments 

2. Sifting, mixing and granulation. 

2.1 Unless operated as a closed system, mixing, sifting and blending equipments 
shall be fitted with dust extractors. 


V5GI/2001 — n 



82 


_ THE GAZETTE OF INDIA : EXTRAORDINARY [Part II— Sec. 3(i)1 

2.2 Residues from sieving operations shall he examined periodically for evidence of 
the presence of unwanted maleiials 

2.3. Critical'operating parameters like time, power and temperature, for each mixing, 
blending and drying operation shall be specified in a Master Formula, monitored 
during processing, and recorded in the batch records. 

2.4. Filter bags fitted to fluid-bed-drier shall not be used for different products, 
without being washed in-between use. With certain-highly potent or sensitising 
products, bags specific to one product only shall be used. Air entering the drier 
shall be filtered. Steps shall be taken to prevent contamination of the site and 
local-environment by dust in the air leaving the drier due to close positioning of 
the air- Inlets and exhaust. 

2.5. Granulation and coatiny solutions shall be made, stored and used in a manner 
which minimises the risk of contamination or miciobN growth 

3 Compression (Tablets), 

3.1. Each tablet compressing machines shall be provided with effective dust control 
facilities and be sited to avoid product mix-up. Unless^he same product is 
being made on each machine, or unless the compies§ion machine itself 
provides its own enclosed air 'controlled environment, the machines shall be 
installed in separate cubicles 

3.2. Suitable physical, proceduial and labelling arrangements shall be made to 
prevent mix-up of mateiials, granules and tablets on compression machinery. 

3.3. Accurate and calibrated weighing equipment shall be readily available and used 
for in-process monitoring of tablet weight variation Procedures used shall be 
capable of detecting out of-limits tablets 

3.4. At the commencement of each compiession run and in case of multiple 
compression points in a compression machine, sufficient individual tablets shall 
be examined at fixed intervals to ensure that a tablet fiom eacli compression 
station or from each compression point has been inspected for suitable 
pharmacopoeial parameters like 'appearance', 'weight variation', 'disintegration', 
'dissolution', 'hardness', 'friability' and 'thickness'. The results shall be lecorded 
as part of the batch documentation 

3.5 Tablets shall be de dusted, pioferably by automatic device, and shall be 
monitored for the pit v;m,r. of P'ir>icjn malcuuls besides any other defects 

3.6 Tablets shall be collected into r'ean, lobe tod containers 

3.7 Rejected or discarded table Is shall bo isolated in identified containers and their 
quantity recorded in the Batch Mnnufncluiinri Refold 
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3.8 In-process control shall bo employed to ensure that the products remain within 
specification During compression, samples of tablets shall be taken at tegular 
intervals of not greater than 30 minutes to ensure that they are being produced 
In compliance with specified in-process specification. The tablets shall also be 
periodically checked for additional parameters such as 'appearance' , 'weight 
variation', 'disintegration', ‘dissolution 1 , 'hardness', ‘ftlability' and 'thickness' , 
and contamination by lubricating oil 

4. Coatihg (Tablets) t— 

4.1 Air supplied to coating pans for drying purposes shall be filtered air and of 
suitable quality The area shall be provided with suitable exhaust system and 
environment control (temperature, humidity) measures 

4.2 Coating solutions and suspensions shall be made afresh and used in a manner, 
which shall minimize the usk of miciobinl giowth Their preparation and use 
shall be documented and loeuided 

5 . Filling of Haid Gelatin Capsule. 

Empty capsules shells shall be regarded as 'ding component' and treated 
accordingly They shall be stored under conditions which shall onsuie then 
safety from the effects of excessive heat and moisture 

6. Printing (Tablets And Capsules), 


6 1 Special care shall be taken to avoid pioduct mix-up dunng any punting of tablets 
and capsules Where diffoient products, or different batches of the same 
product, are printed simultaneously the operations shall adequately be 
segregated Edible grade colours and suitable printing ink shall be used for such 
printing. 

6.2 After printing, tablets and capsules shall be appioved by Quality couliol before 
release for packaging or sale 

7. Packaging (Strip And Blister) — 

7.1. Care shall be taken when using automatic tablet and capsule counting, strip and 
blister packaging equipment to ensure that all 'rogue' tablets, capsules or foils 
from a packaging operation are removed before a new packaging operation is 
commphced. There shall be an independent recoided check of the equipment 
before a new batch of tablets or capsules is handled 

7.2. Uncoated tablets shall be packed on equipment designed to minimize the usk of 
cross-contamination Such packaging shall be carried out in an isolated aiea 
when potent tablets or beta lactum containing tablets are being packed 

7.3. The strips coming out of the machine shall be inspected on the conveyor belt 
itseifVor defects such as mispunl, cuts on the foil, missing tablets and improper 
sealing 

7.4 Integrity of individual packaging ships and blisters shall be subjected to vacuum 
test periodically to onsuie leak ptonfness of each pocket ships and blisters and 
records maintained 



84 


THE GAZETTE OF INDIA : EXTRAORDINARY 


[Part II —Sec. 3(1)1 


PART l-C 

SPECIFIC REQUIREMENTS FOR MANUFACTURE OF ORAL LIQUIDS 
(SYRUPS, ELIXIRS, EMULSIONS AND SUSPENSIONS) 

Note: The General Requirements as given in Pait I of this Schedule ielating to 
Requirements of Good Manufacturing Practices for Premises and Materials for 
pharmaceutical products shall be complied with, mutatis mutandis, for the 
manufacture of (Syrups, Elixirs, Emulsions and Suspensions). In addition to 
these requirements, the following Specific Requirements shall also be followed, 
namely:- 

1. Building And Equipment; 

1.1 The premises and equipment shall be designed, constructed and maintained 
to suit the manufacturing of Oral Liquids. The layout and design of the 
manufacturing area shall stiive to minimize the risk of cross-contamination 
and mix-ups. 

1.2 Manufacturing area shall have entry through double door air-lock facility. It 
shall be made fly proof by use of 'fly catcher' and/or 'air curtain'. 

1.3 Drainage shall be of adequate size and have adequate jraps, without open 
channels and design shall be such so as to prevent back flow, Drains shall 
be shallow to facilitate cleaning* and disinfecting. 

1.4 The production area shall be cleaned and sanitized at the end of every 
production process. 

1.5 Tanks, containers, pipe work and pumps shall be designed and installed so 
that they can be easily cleaned and sanitized. Equipment design shall be 
such as to prevent accumulation of residual microbial growth or cross¬ 
contamination. 

1.6 Stainless Steel or any other appropriate material shall be used for parts of 
equipments coming in direct contact with the products, The use of glass 
apparatus shall be minimum. 

1.7 Arrangements for cleaning of containers, closures and droppers shall be 
made with the help of automatic machines equipped with high pressure air, 
water and steam jets. 

1.8 The furniture used shall be smooth, washable and made of stainless steel. 

2. PurlflecU/Vater — 

2.1 The chemical and microbiological quality of purified water used shall be 
specified and monitored routinely. The microbiological evaluation shall 
include testing for absence of pathogens and shall not exceed 100 cfu/ml (as 
per Appendix 12.5 of IP 1996). 
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2 2 There shall he wnttrn pint t dure for opeiation and maintenance of punfied 
water system O.iie shall hr* tnl cn to avoid the nsk of miuohial piulifemtion 
with appropriate methods like ic uicnlation use of UV treatment lieUment 
with heat and snmti/inu agent After any chemical sanitisation of the wain 
system, a flushing shall he done lo erniic that samti/ing agent has heen 
effectively removed 

3 Manufacturing. - 

3 1 Manufactuung personnels shall wmr non fiber shedding clothing to prevent 
contamination of the produr l 

3 2 Materials likely to shed fiber like gunny-hags wooden pallets shall not he 
carried into the area wlieie produr ts nr cleaned contameis are exposed 

3 3 Care shall he taken to maintain the homogemty of emulsion by use of 
appropriate emulsifier and suspensions by use of appropnate sturer during 
filling Mjxing and filling process shall be specified and monitored Special 
care shall be taken at the beginning of filling process after stoppaqe and at 
the end of the process to ensure that the product is uniformly homogenous 
during the filling process 

3 4 The pnmaiy packaging aiea shall have an air supply which is filtered thiough 
5 micron filters Thn temperature of the area shall not exceed 20 doyiee 
centigrade 

3 5 When the bulk product ic nut immediately packed, the maximum periud of 
storage and the storage conditions shall be specified in the Master 1‘oimula 
The maximum period of storage time of a product in the bulk stage shall be 
validated 


PART I-D 

Specific Requirements for Manufacture of Topical Products i.e. External 
Preparations (Creams, Ointments, Pastes, Emulsions, Lotions, 
Solutions, Dusting powders and identical products ). 

Note: The General Requirements as given in Pail I of this Schedule relating lo 
Requirements of Good Manufacturing Practices fot P/emises and 
Materials foi pharmaceutical products shall be complied with, mutatis 
mutandis, for the manufacture of Topical Products i e External Pteparabons 
(Creams, Ointments, Pastes, Emulsion, Lotions, Solutions, Dusting powders 
and identical pioducts used for external applications) In addition to these 
(gquirements, the following Specific Requnements shall also be followed, 
namely - 

1 The entrance to the area where topical products are manufactured shall be through 
a suitable airlock Outside the airlock ,suitable insectocutors shall be installed 
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2 The air to tins m.'iiiufactimng .him li.ill ho at least filtered thiouyh 20 |i an filtnis 
and shall bo an conditioned I he am i • hall bo suitably ventilated 

3 The area shall be fitted with suitable i opacity o v hansl system to effeclively lemove 
vapours, fumes smoke floating dir t pailu les 

4 Equipment used shall ho d< oiqn< d rmd maintained to pi event the product fmm 
being accidentally contaminated with any foieiyn matter oi luhiicaiil 

5 No rags or dusters shall lie used in the piocess of cleaning or drying the process 
equipment or accessories used 

6 Water used in the compounding shall he Purified Watei IP which shall be fleshly 
boiled and cooled Alternatively fleshly collected Distilled water may be used 

7 Powders,, whenever used, shall be suitably sieved before use 

8 Heating of base and vehicles like petroleum jelly shall be done in sepniate mixing 
area In jackelgd, vessels using steam oi electricity 

9 Separate packing section shall bo provided for pnmaiy packaging of the piodir Is 


PART l-E 

SPECIFIC REQUIREMENTS FOR MANUFACTURE OF METERED-DOSE 
INHALERS (MDI) 

Note: The Geneial Requuements as given in Pail I of ilus Schedule ielating to 
Requirements of Good Manufacturing Piactices foi Premises and 
Materials for pharmaceutical piodticls shall he complied will ? nwtal/s 
mutandis, foi the manufacture of Metered Dose Inhaleis (MDI) In addition 
to these requirements, the following Specific Rc<]uireinen(s shall also be 
followed, namely - 

1 General- 

Manufacture of Metered-Dose-Inhalers shall be clone under conditions which 
shall ensure minimum microbial and particulate contamination Assurance of 
the quality of components and the bulk product is very important Where 
medicaments are in suspended slate, uniformity of suspension shall be 
established 

2 Building and civil works, 

2 1 The building shall be located on a solid foundation to reduce risk of cracking of 
walls and floor due to movement of equipments and machinery 

2 2 All building surfaces shall be impervious, smooth and non-shedding Flooring 
shall be continuous and coved to walls Ceiling shall be solid, continuous and 


[WTII—mg3(i)] 


w m wra: 3romR^r 


87 


coved to walls. Light fittings and air-grills shall be flushed to ceiling. All service 
lines requiring maintenance shall be erected in such a manner that these are 
accessible from outside the production area. 

2.3 The manufacturing area shall be segregated into change rooms for personnel, 
container preparation aiea, bulk preparation and filling area, quarantine aiea 
and spray testing and packing aiea 

2.4 Secondary change rooms shall be provided for operators to change from 
factory clothing to special departmental clothing before entering the 
manufacturing and filling area. 

2.5 Separate area shall be piovided for de-cailoning of components before they 
are air washed. 

2.6 The propellants used for manufacture shall be delivered to the manufacturing 
area distribution system by filtering through 2 p filters The bulk containers- of 
propellants shall be stored, suitably identified, away from the manufacturing 
facilities. 


3. Environmental Conditions, 

3.1 Where products or clean components are exposed, the area shall be supplied 
with filtered air of Class C 

3.2 The requirement of temperatme and humidity in the manufacturing area shall 
be decided, depending on the type of pioduct and propellants handled in the 
facility. Other support areas shall have comfort levels of temperature and 
humidity. 

3.3. There shall be a difference in room pressure between the manufacturing area 
and the support areas and the differential pressuie shall be not less than 15 
Pascals »(0.06 inches or 1.5 mm Watei gauge). 

3.4 There shall be a written schedule for the monitoiing of environmental 
conditions. Temperature and humidity shall be monitored daily 

4. Garments — 

4.1 Personnel in the manufacturing arid filling section shall wear suitable single - 
piece-garment made out of non shedding, light weave material. Personnel in 
support areas shall wear clean factory uniforms 

4.2 Glove^made of suitable matenal having no interaction with the propellants 
shall De used by the operators in the manufacturing and filling areas. 
Preferably, disposable gloves shall be used 

4.3 Suitable department specific foot wear and goggles shall be used by the 
peisonnels. 
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5. Sanitation 7 — 

5.1 There shall be written procedures for the sanitation of the MDI manufacturing 
facility. Special care shall be taken to handle residues and rinses of 
propellants. 

5.2 Use of water for cleaning shall be restiicted and controlled. Routinely used 
disinfectants are suitable fur samtising the different areas. Records of 
sanitation shall be maintained 

6. Equipment*— 

6.1 Manufacturing equipments shall be of closed system. The vessels and supply 
lines shall be of stainless steel. 

• 6.2 Suitable check weights, spray testing machines and labelling machines shall be 
provided in the department. 

6.3 All the equipment shall be suitably calibrated and their performance validated 
on receipt and there after periodically 


7. Manufacture-- 

7.1 There shall be an approved Master Fotmula Records for the manufacture of 
metered dose inhalers. All propellants, liquids and gases, shall be filtered 
through 2 g filters to remove particles. 

7.2 The primary packing material shall be appropriately cleaned and dried by 
compressed air suitably filtered’ through 0.2 p filter. The humidity of the 
compressed air shall be controlled as applicable. 

7.3 The values shall be carefully handled and after de-cai toning these shall be kept 
in clean closed containers in the filling room 

7.4 For suspensions, the bulk shall be kept stirred continuously 

7.5 In-process controls shall include periodical checking of weight of bulk 
formulation filled in the containers In a two-shot-filling process (liquid filling 
followed by gaseous filling), it shall be ensuied that 100% weight checking is 
carried out. 

7.6 Filled containers shall be quarantined for suitable period established by the 
manufacturer to detect leaking containers prior to testing, labelling and packing - 
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8 Documentation. - 

8 1 !n addition to the mutnic good manufacturing piactices documentation, 
manufacturing record 1 ; shall show the following additional informations 

(1) Temperature and humidity in the manufacturing area 

(2) Periodic filled weights of the formulation 

(3) Records of rejections during on lino check weighing 

(4) Records of rejection during spray testing 
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PART I-F 

SPECIFIC REQUIREMENTS OF PREMISES, PLANT AND MATERIALS FOR 
MANUFACTURE OF ACTIVE PHARMACEUTICAL INGREDIENTS (BULK 
DRUGS). 

Note : The General Requncments as gi^en in Part I of this Schedule lelating to 
Requirements of Good Manufacturing Practices for Piomises and Matenals 
for pharmaceutical products shall bo complied with, mutatis mutandis, for the 
manufacture of Active Pharmaceutical Ingredients (Bulk Dftigs) In addition to 
these requirements the followup Specific Requirements shall also be 
followed, namely - 

1 Buildings and civil works. 

1 1 Apart from the building iequipments contained in Pail I, General ante, the 
active pharmaceutical ingredients facilities for manufacture of hazardous 
reactions, Beta-Lactum antibiotics and Steroids and Steroidal Hormones/ 
Cytotoxic substances shall be provided in confined areas to prevent 
contamination of manufacture from other drugs 

12 lhe final stage of preparation of a drug like isolation/ Alteration / drying/ 
milling/ sieving and packing operations shall be provided with an Alteration 
systems including pre filteis and final 5 micron filter Air handling systems with 
adequate number of air changes per hour or any other suitable system to 
control the air borne contamination shall be provided Humidity/ Tempeiature 
shall also be controlled for all the operations wherevei requned 


1 3 Air Alteration systems including pre-filters and particulate matter air filters shall 
be us^, where appropi late on air supplies to production areas If air is re¬ 
circulated to production areas, measures shall be taken to control re¬ 
circulation' of floating dust paitides fiom production In areas where air 
contamination occurs during pioduction there shall be adequate exhaust 
system to control contaminants 
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1 4 Ancillary aiea shall be piovicli >1 Am Hoik i-house Utility service aieas like heat 
exchangers chilling woiMm| -leu p and supply of gases shall also he 
provided 

1 5 For specified preparation like manufaclnto of stenle products and for certain 
antibiotics, hormones, cytoU xic and oncology products, separate enclosed 
areas shall be designed The requirements for the sterile active 
pha r maceutical ingredient shall be in line with the facilities required for 
formulations to be filled aseptically 

2 Sterile Products - Sterile active pharmaceutical ingredient filled asepttcally 
shall be treated as formulation from the stage wherever the p-ocess demands 
like crystallisation, lyophilisation, Alteration etc All conditions applicable to 
formulations to be filled aseptically shall apply mutatis mutandis for the 
manufacture of sterile active phaunaceutical ingredient involving the stages 
like Alteration, crystallisation and lyophilisation 

3 Utilities/ Services.- Equipments like Chilling Plant, Boiler, Heat exchangers, 
Vaccum and Gas , Storage Vessels shall be serviced, cleaned, sanitised and 
maintained at appropriate intervals to prevent mal-functions or contamination 
that may interfere with the safety, identity, strength, quality or purity of the drug 
product 

4 Eqi prn'ent Design, Size and Location — 

4 1 Equipme it used in the manufacture, processing, packing or holding of on 
active phafmaceutical ingredient shall be of appropriate design, adequate size 
and suitably located to facilitate operations for its intended use and for its 
cleaning and maintenance 

4 2 If equipment is used for different intermediates and active pharmaceutical 
ingredient, proper cleaning from one product to another becomes particularly 
important If cleaning of a specific type of equipment is difficult, the equipment 
may need to be dedicated to a particular intermediate or active pharmaceutical 
ingredient 

4.3 The choice of cleaning methods, detergents and levels of cleaning shall be 
defined and justified Selection of cleaning agents (e g solvents) should 
depend on, 

(a) the cleaning agent stability to remove residues of raw materials, 
Intermediates, precursors, degradation products and isomers as 
appropriate 

(b) whether the cleaning agent leaves a residue itself, 

(c) compatibility with equipment construction materials like centrifuge/ Alteration, 
driei/'fiUid bed dryer, rotocone proton dryer, vaccum dryer, frit mill, multi-mill/ 
jet mills sewetters for cu f sizing, 

(d) test for absence of ntcr.neuatp or active pharmaceutical ingredient in the 
fnal rinse 
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4.4 Wiitten procedures shall be established and followed for cleaning and 
maintenance of equipment including utensils used in the manufacture 
processing, packing or holding of active pharmaceutical ingredient These 
procedures shall include but should not be limited to the following. 

(a) assignment of responsibility for cleaning and maintaining equipment, 

(b) maintenance and cleaning pingrnmmes -Schedules including whcic 
appropriate sanitizing schedules; 

(c) a complete description of the methods and materials used to clean and 
maintain equipment including instructions for dis-assemblmg and ie- 
assernbling each article of equipment to ensuie pioper cleaning and 
maintenance, 

(d) removal or obliteration of previous batch identification; 

(e) protection of clean equipment from contamination prior to use; 

(f) inspection of equipment for cleanliness immediately before use; 

(g) establishing the maximum times that may elapse between tire completion 01 
processing and equipment cleaning as well as between cleaning and 
equipment reuse 

4.5 Equipment shall be cleaned between successive batches to prevent 
contamination and cany-uvei of degiaded material or contaminants. 

4.6 As processing approaches the final purified active pharmaceutical ingredient, it 
is important to ensure that incidental carryover between batches does not have 
adverse impact on the established impurity profile. However, this does not 
generally hold good for biological active pharmaceutical ingredient where many 
of the processing steps are accomplished asepticaliy and where it is necessary 
to clean $nd sterilize equipment between batches 

5. In- process Controls — 

5.1 In-process controls for chemical reactions may include the following: 

(a) reaction time or reaction complelion, 

(b) reaction mass appearance, clarity, completeness or pH of solutions; 

(c) reaction temperature; 

(d) concentration of a reactant; 

(e) assay or purity of the product; 

(f) process completion check by TLC/any other means/specific requirements 

5.2 In-process controls for physical operations may include the following: 

(a) appearance and color 

(b) uniformity of the blend 

(c) temperature of a process 

(d) concentration of a solution 

(e) processing rate or time 

(f) particle size analysis 

(g) bulk/tap density 

(h) pH determination 

(i) moisture content 
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6. Product containers and closures.— 

6.1 All containers and closures shall comply with the pharmacopoeial or any other 
requirement, suitable sampling methods, sample sizes, specifications, test 
methods, cleaning procedures and sterilization procedures, when indicated shall 
be used to assure that containers, closures and other component parts of drug 
packages are suitable and are not reactive, additive, adsorptive or leachable to 
an extent that significantly affects the quality or purity of the drug. 

6.2 The drug product container shall be-re-tested or re-examined as appropriate and 
approved or rejected and shall be identified and controlled under a quarantine 
system designed to prevent their use in manufacturing or processing operations 
for which these are unsuitable. 

6.3 Container closure system shall provide adequate protection against foreseeable 
external factors in storage /transportation and use that may cause deterioration 
or contamination of the active pharmaceutical ingredient. 

6.4 Bulk containers and closures shall be cleaned and where indicated by the nature 
of the active pharmaceutical ingredient sterilized to ensure that they are suitable 
for their intended use. 

6.5 The container shall be conspicuously marked with the name of the product and 
the following additional information concerning: 

(a) quality and standards, if specified, 

(b) manufacturing licence number, batch number, Drug Master File number 

(c) date of manufacture and date of expiry, if specified, 

(d) method for container disposal(labe! shall give the methodology) 

(e) storagd conditions, if specified and name and address of the manufactuier, if 
available. 


PART II 

Requirements of Plant and Equipment 

External Preparations.- The following equipment is recommended for the 
manufacture of 'External preparations" i.e. Ointments, Emulsions, Lotions, Solutions, 
Pastes, Creams, Dusting Powders and such identical products used for external 
applications whichever is applicable, namely,- 

[1) Mixing and storage tanks (Stainless steel). 

[2) Jacketted Kettle (steam, gas or electrically heated). 

(3) Mixer (Electrically operated ) 

(4) Planetary mixer 

'5) A'colloid mill or a suitable emulsifier 

[6) A triple roller mill or an ointment mill 

[7) Liquid filling equipment (Electrically operated ) 

[8) Jar or tube filling equipment (Electrically operated ) 


Area.- A minimum amn of llui'y rn'inn' foi basic installation and t°n '-'I'lnio 

metres for Ancillniy area is tecommended 


mtttt <i>hh?i : sramncw 


93 


[VPTII—TSPrr3(i)] 

2 Oral Liquid Preparations.- The following equipment is recommended lot Ihe 
manufacture of oral/ internal use pieparations i e Syrups, Elixns, Emulsions and 
Suspensions, whichever is applicable, namely , 

(1) Mixing and storage tanks (Stainless steel) 

(2) Jacketted Kettle/ Stainless steel tank (steam, gas or electrically heated) 

(3) Portable stirrer (Electrically operated ). 

(4) .A colloid mill or suitable emulsifier (Electrically operated ). 

(5) Suitable Alteration equipment (Electrically operated ) 

(6) Semi-automatic/ automatic bottle filling machine. 

(7) Pilfer pi oof cap scaling machine 

(8) Water distillation unit or deioniser. 

(9) Clarity testing inspection units 

Area.- A minimum area oT fifty square metres for basic installation and ten squate 
metres for Ancillary area is recommended. 

3. Tablets.- For effective operations, the tablet production department shall be divided 
into four distinct and separate sections as follows: 

(a) Mixing, Granulation and Drying section. 

(b) Tablet compression section. 

(c) Packaging section (stiip/blister machine wheiever required) 

(d) Coaling section (wherever required) 

3.1 The following electrically, operated equipments are recommended for the 
manufacture of compressed tablets and hypodermic tablets, in each of the above 
sections, namely,- 

(a) Granulation - cum - Drying sectiun 

(1) Disintegrator and sifter 

(2) Powder mixer. 

(3) Mass mixer/ planetary mixer / Rapid mixer granulator. 

(4) Granulator (non-oscillating type) 

(5) Thermostatically controlled hot air oven with trays (preferably 

mounted on a trolley) / Fluid bed diyer 

(6) Weighing machines 

(b) Compression section , 

(1) Tablet compression machine, single/multi punch / rotatory. 

(2) Punch and dies storage cabinets. 

(3) Tablet deduster, 

(4) Tablet counters (wherever applicable) 

(5) Tablet Inspection unit/belt. 

(6) Dissolution test apparatus. 

(7) In-process testing equipment like single pan electronic balance, 
hardness tester, friability and disintegration test apparatus. 

(8) Air-conditioning and dehumidificalion arrangement (wherever 
necessary). 

3.2 The Tableting section shall be free from dust and floating particles and may be 
air-conditioned. For this purpose, each tablet machine shall be isolated into cubicles 
and connected to a vacuum dust collector or an exhaust system. 
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(c) Packaging section' ,- 

(1) Strip/ blister packaging machine 

(2) Leak test apparatus (vacuum system) 

(3) Air conditioning and Dehumidificalion Arrangement (wheiever 
applicable) 
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Area.- A minimum area of sixty square metres for basic Installation and twenty 
square metres for Ancillary area is recommended for un-coated.tablets. 

(d) Coating Section 

(1) Jacketted kettle (steam, gas or electrically heated for pieparing 
coating suspension). 

(2) Coating pan (Stainless steel). 

(3) Polishing pan where applicable. 

(4) Exhaust system (including vacuum dust collector) 

(5) Air conditioning and Dehumidification Arrangement. 

(6) Weighing balance. 

3.3 The Coating section shall be mSde dust free with suitable exhaust system to 
remove excess powder and fumes resulting from solvent evaporation. It shall be air- 
conditioned and dehumidified wherever considered necessary. 

Area.- A minimum additional area of thirty square metres for coating section for 
basic Installation and ten square metres for Ancillary area is recommended. 

Separate area & equipment for mixing, granulation, drying, tablet 
compression , coating and packing shall be provided for Penicillin group of drugs 
on the lines indicated above, In case of operations involving dust and floating 
particles, care shall be exercised to avoid cross- contamination 

3.4 The manufacture of Hypodermic tablets shall be conducted under aseptic 
conditions in a separate air conditioned room, the walls of which shall be smooth and 
washable. The granulation, tableting and packing shall be done in this room, 

3.5 The manufacture of effervescent and solcible/dispersible tablets shall be carried 
out under air-conditioned and dehumidified area. 

4. Powders.-The following equipment is recommended for the manufacture of powder 
namely,- 

(1) Disintegrator. 

(2) Mixer (Electrically operated ) 

(3) Sifter. 

(4) Stainless steel vessels and scoops of suitable sizes. 

(5) Filling equipment (electrically operated). 

(6) Weighing balance. 

In the case of operation involving floating particles of fine powder, a suitable 
exhaust system shall be provided. Workers should be provided with suitable masks 
during operation, 

Area.- A minimum area of thirty square metres is recommended to allow for the 
basic Installations. Where the actual blending is to be done on the premises, an 
additional room shall be provided for the purpose. 

5. Capsules.- For the manufactuie of capsules, separate enclosed area suitably air- 
conditioned with airlock arrangement shall be provided. The following equipment is 
recommended for filling of Hard Gelatin Capsules, namely,- 

(1) Mixing and blending equipment (electrically or power driven). 

(2) Capsule filling units (preferably semi-automatic or automatic filling 
machines), 

(3) Capsules counters (wherever applicable). 

(4) Air-conditioning and Dehumidification arrangement (preferably centrally 
air-condi[joned and dehumidification system). 

(5) Weighing balance . 
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(6) Disintegration test apparatus. 

(7) Capsule polishing equipment. 

Separate equipments, filling and packaging areas shall be provided for penicillin 
and non-penicillin sections. In case of operations involving floating particles of fine 
powder, a suitable exhaust system shall be provided. The manufacture and filling 
shall be carried out in air conditioned areas. The room shall be dehumidified. 

Area.- A minimum area <pf twenty five square metres for basic installation and ten 
square metres for Ancillary area each for penicillin and non-penicillin section is 
recommended. 

6. Surgical dressing.- The following equipment is recommended for the manufacture 
of surgical dressings other than Absorbent Cotton Wool, namely,- 

(1) Rolling machine. 

(2) Trimming machine. 

(3) Cutting equipment. 

(4) Folding and pressing machine for guaze. 

(5) Mixing tanks for processing medicated dressing. 

(6) Hot air dry oven. 

(7) Steam sterilizer or dry heat sterilizer or other suitable equipment. 

(8) Working tables / benches for different operations. 

Area.- A minimum area of thirty square meters is recommended to allow for the basic 
Installation? In case medicated dressings are to be manufactured, another room 
with a minimum area of thirty square meters shall be provided. 

7. Opthalmic preparations.- For the manufacture of Opthalmic preparations, separate 
enclosed areas with air lock arrangement shall be provided. The following equipment 
is recommended for manufacture under aseptic conditions of Eye-Oinimont, Eye- 
lotions and other preparations foi external use, namely - 

(1) Thermostatically contiolled hot air ovens (piefeiably double ended) 

(2) Jacketted Kettle/ Stainless steel tanks (steam, gas or electrically healed) 

(3) Mixing and storage tanks of stainless steel/ Planetaiy mixer. 

(4) Colloid mill or ointment mill 

(5) Tube filling and crimping equipment (semi-automatic or automatic filling 
machines). 

(6) Tube cleaning equipment (aii jet type) 

(7) Tube washing and drying equipment. 

(8) Automatic vial washing machine 

(9) Vials drying oven. 

(10) Rubber bung washing machine. 

(11) Sintered glass funnel, seitz filter or filter candle (pieferably caitiidye and 
membrane filters). 

(12) Liquid filling equipment (semi-automatic or automatic filling machines) 

(13) Autoclave (preferably ventilator autoclave) 

(14) Air-conditioning and Dehumidificalion arianyement (piefeiably centrally 
air-condilioned and dehumidificntion system) 

(15) Laminar air flow units 

Area.- A minimum area of twenty five squaie metres foi basic installation and ten 
square metres for Ancillary area is recommended 1 he manufacftiie and filling shall 
be carried out in an air-conditioned areas under aseptic conditions. The rooms shall 
be further dehumidified if piennrnliuns containing antibiotics are manufactured as 
necessary. 
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8 Pessaries and Suppositories.- (i) The following equipment is recommended foi 
manufacture of Pessaries and Suppositiones, namely - 

(1) Mixing and pouring equipment 

(2) Moulding equipment 

(3) Weighing devices 

Area.- A minimum area of twenty five square meters is recommended to allow for the 
basic Installation. 

(ii) In the case of pessaries rnanufactuied by granulation and compression if 
the licensee does not have a tablet section, the requirements as indicated 
under “item 3 of Tablet",shall be provided 

9. Inhalers and Vltrallae.- The following equipment is recommended for manufactuie 
of Inhalers and vltrallae, namely,- 

(1) Mixing equipment. 

(2) Gjpduated delivery equipment for measurement of the medicament 

(3) Sealing equipment 

Area.- An area of minimum twenty square meters is recommended for the basic 

installations. 

10 Repacking of drugs and pharmaceutical chemicals.- Hie following equipment is 
recommended for repacking of diuqs and plmmaceuticals chemicals namely, 

(1) Powder disintegrator 

(2) Powder sifter (Electrically opeialed ) 

(3) Stainless steel scoops and vessels of suitable sires 

(4) Weighing and measuring equipment 

(5) Filling equipment (semi / automatic machine) 

(6) Electric sealing machine 

Area.- An area of minimum thirty five square meters is recommended for the basic 
installation In case of operations involving floating particles of fine powdei a suitable 
exhaust system shall be provided 

11 Parenteral Preparations.- The whole operation of manufactuie of paienteial 
preparations (small volume mjoctobles and large volume parenterals) in glass and 
plastic containers may be divided into following separate areas/ rooms, namely,- 

11.1 Parentaral preparations in glass contalneis,- 

(1) Water management area - This includes water tiealment and slorayo 

(2) Containers and closures piepaiation area - Plus includes washing and 
drying of ampoules, vials, bottles and closuies 

(3) Solution preparation area - Ibis includes piepaiation and filtration of 
solution 

(4) Filling, capping and sealing area - This includes filling and sealing of 
ampoules anri/or filling, capping and sealing of vials and hollies 

(5) Sterilization area 

(6) » Quarantine area 

(7) Visual inspection aiea 

(8) Packaging area 
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The following equipment is recommended for different above mentioned aieas, 
namely: - 

(a) Water management area.- 

(1) De-ionised water treatment unit 

(2) Distillation (multi column with heat exchangers) unit 

(3) Thermostatically controlled water storage tank 

(4) Transfer pumps 

(5) Stainless steel service lines for carrying water into user areas. 

(b) Containers and closures preparation aiea,- 

(1) Automatic rotary ampoule/vial/bottle washing machine having sepaiate 
air, water, distilled water jets 

(2) Automatic closures washing machine 

(3) Storage equipment for ampoules, vials, bottles and closures 

(4) Dryer/sterilizer (double ended) 

(5) Dust proof storage cabinets. 

(6) Stainless steel benches/stools 

(c) Solution preparation area,- 

(1) Solution preparation and mixing Stainless steel tanks and othei 
containers. 

(2) Portable stirrer 

(3) Filteration equipment with cartridge and membrane filiters/bacleriologicnl 
filters. 

(4) Transfer pumps. 

(5) Stainless steel benches/stools 

(d) Filling, capping and sealing area 

(1) Automatic ampoule/vial/bollle filling, sealing and capping machine under 
laminar air flow work station. 

(2) Stainless steel bonchcs/slools 

(e) Sterilization aspa,~ 

(1) Supei heated steeam sterilizei (preferably will) computer conliol for 
sterilization cycle alongwith trolley sets for loading/unloading container 
before and after sterilization). 

(2) Hot Air Sterilizer (preferably double ended). 

(3) Pressure leak test apparatus 

(0 Quarantine area,- 

(1) Storage cabinets- 

(2) Raised platforms/iron racks 

(g) Visual inspection area,- 

(1) Visual inspection units (piefeiably conveyor belt type and composite 
white and black assembly supported with illumination) 

(2) Stainless steel benches/stools 





OA 


OF INDIA: LAORDINARY 


[Part II —Sbc. 3(1)1 


(h) Packaging area,- 

(1) Batch coding machine (preferably automatic) 

(2) Labelling unit (preferably conveyor belt type) 

(3) Bar coding equipment 

(4) Stainless steel benches/stools 

Area.- A minimum area of one hundred and fifty square metres for the basic installation 
and an Ancillary area of one hundred square metres for Small Volume Injectables is 
recommended. For Large Volume Parenlerals, an area of one hundred and fifty square 
metres each for the basic installation and for Ancillary area is recommended. These, 
areas'shall be partitioned into suitable enclosures with airlock arrangements. 

11.2 Parenteral preparations In Plastic containers by Flow-Fill-Seal technology.- 
The whole operation of manufacture of Inige volume parenteral preparations in plastic 
containers including plastic pouches by automatic (all operations In one station) Flow- 
Fill-Seal machine or by semi-automatic blow moulding, filling-cum-sealing machine may 
be divided into following separate areas/ rooms, namely - 

(1) Water management area 

(2) Solution preparation area 

(3) Container moulding -cum -Filling and sealing area 

(4) Sterilization area 

(5) Quarantine area 

(6) Visual inspection area 

(7) Packaging area 

The following equipment is recommended for different above mentioned areas, 
namely : 

(a) Water management area ,- 

(1) De-ionised water ticnlment unit 

(2) Distillation unit (multi column with heat exchangers) 

(3) Thermostatically controlled water storage tank 

(4) Transfer pumps 

(6) Stainless steel service lines for carrying waler into usei aieas. 

(b) Solution preparation area - 

(1) Solution preparation and storage tanks 

(2) Tlansfer pumps 

(3) Cartridge and membrane filters 

(c) Container moulding -cum -filling and sealing area,- 

(1) Sterile flow-fill-seal machine (all operations in one station with built-in 
Laminar air flow work station having integrated container output conveyer 
belt through pass-box) 

(2) Arrangement for feeding plastic granules thiough feeding -cum- filling 
tank into the machine 

(d) Sterilization area.- Super heated steam sterlizet (with computer contiol for 
sterilization cycle alongwith trolley sets for loading/unloading containers for 
sterilization) 

(e) Quarantine area.- Adequate number of plalforms/racks with stoiage system 

(f) Visual inspection area.- Visual inspection unit (with conveyer belt and composite 
white Slid black assembly r.uppoited with illumination) 
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(g) Packaging area,- 

(1) Pressure leak test apparatus (piessure belt or rotating disc type); 

(2) Batch coding machine (preferably automatic); 

(3) Labelling unit (preferably conveyor belt type); 

(4) Bar coding equipment 

Area.- A minimum area of two hundred and fifty square metres for the basic 
installation and an Ancillary area of one hundred square metres for large volume 
parenteral preparations in plastic containers by Flow-Fill-Seal technology is 
recommended. These areas shall be partitioned into suitable enclosures with air¬ 
lock arrangements. 

Note I. The requirements mentioned in this Schedule do not include requirement of 
machinery, equipment and premises required for preparation of containers and 
closures for different dosage forms and categories of drugs. The Licensing 
Authority shall have the discretion to examine the suitability and adequacy of 
the machinery, equipment and premises taking into consideration the 
requirements of the licensee in this respect. 

Note II. The requirements mentioned in this Schedule are made subject to the 
modification at the discretion of the Licensing Authority, if he is of the opinion 
that havipg regard to the nature and extent of the manufacturing operations, it 
is necessary to relax or alter them in the circumstances of a particular case, 

Note III. This Schedule gives equipments and area for basic installation required for 
certain categories of drugs only. There are, in addition, Qlher categories of 
drugs such as basic drugs, pharmaceuticals and chemicals, medicinal gases, 
empty gelatin capsules, mechanical contraceptives, new dosage forms, 
surgical dressing (except -sterile) gauge, bandages, disinfectant fluids and 
products to be repacked etc which are not listed in this Schedule. The 
Licensing Authority shall, in respect of such categories of drugs, have the 
discretion to examine the adequacy or otherwise of factory premises, area, 
plant and machinery and other lequisites, having regard to the nature and 
extent of the manufacturing operations involved and direct the manufacturer to 
carry out necessary modifications in them and on the modifications having 
been made approve the manufacture of such categories of drugs. Any drug as 
permitted to be manufactured by the Licensing Authority shall be deemed to be 
additional category of drug for the purpose of this Schedule and sub-rule (5) of 
rule 69. 

Note IV. Areas for formulations meant for external use and areas for formulations meant 
for internal use shall be separately provided to avoid mix-up even though they 
are from the same category of formulations. 

Note V. (a) Excipients, Packaging materials (in general) and Packaging materials for 
Large Volume Parenterals shall have a minimum area of thirty, fifty and one 
hundr^t square metres respectively. 

(b) Quality Control Laboratory shall be divided into separate three sections i.e. 
Chemicals, Microbiological and Biologiocal testing. These shall have a 
minimum area of sixty, thirty and fifteen square metres respectively for basic 
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installation and an Ancillary area of thirty, ten and twenty five square metres 
respectively is recommended. These sections shall have airlock arrangement 
and Laminar air-flow work station wherever considered necessary 

(c) Active Pharmaceutical Ingredients (Bulk drugs) section shall have 
additionally a minimum area of one hundred square metres, which may be 
suitably partitioned for different operations. 

Note VI. The licensees and/or manufactures are advised to replace the old and existing 
equipments, instruments, machines and devices with the latest and new ones, 
under intimation to the Licensing Author ity " 


[F No X 11O14/5/20OO-DMS &PFA] 
DEEPAK GUPTA, Jt. Secy. 


Foot Note : The Principal Rules were published in the official Gazette vide notification No. 
F. 28-10/45-H(l) dated 21st December, 1945 and last amended vide GSR 904(E), dated 1-12-2000. 
The Drugs and Cosmetics Rules, 1945 as amended up to 1-5-1979 is contained m the publication of 
the Ministry of Health and Family Welfare (Department of Health) containing the Drugs and Cos¬ 
metics Act, 1940 (PDGHS-61) 
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